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A. CONSERVATION MEASURES

Conservation measures are commitments by the EPA to avoid or minimize adverse impacts of
the proposed action and, for the purposes of this consultation, are considered part of the proposed
action that are then analyzed in the effects analysis in this BO. The Service identified these
conservation measures and coordinated with the EPA and Liphatech regarding the acceptability
of the measures as well as the best means to implement them. The measures 1-8 below were
formally adopted by the EPA via letter dated December 13, 2011, and will be included online as
part of the EPA’s Endangered Species Protection Bulletins (see: Bulletins Live! at
http://www.epa.gov/espp/bulletins.htm). Measures identified on the EPA’s Bulletins Live! are
considered an extension of the Rozol label thereby legally requiring applicators to adhere to them
(EPA 2011c). Maps of each of the areas where Rozol use will not be allowed or restricted, along
with any associated relevant information will be included in the EPA’s Bulletins Live! database,
and label requirements will make clear that Rozol use in these areas is restricted or prohibited.
On April 6, 2012, additional conservation measures were agreed upon and incorporated into the
project proposal and described below (EPA 2012b). Noncompliance with these bulletins would
be a violation of FIFRA.

1. Black-footed Ferret Conservation Measure
¢ Prohibit application of Rozol within current black-footed ferret reintroduction sites
(13 sites) and future reintroduction areas to reduce the level of impact to the black-footed
ferret. The locations will be made available via the EPA’s Bulletins Live! database.

2. Chiricahua Leopard Frog Conservation Measure
e Prohibit application of Rozol within the five southwestern New Mexico counties of
Catron, Grant, Hidalgo, Sierra, and Socorro to avoid impacts to the Chiricahua leopard
frog and its critical habitat.

3. Grizzly Bear Conservation Measure
e Delay application of Rozol in the State of Montana by 2 months until December 1, and
shorten the application period in the spring by 2 weeks to end by March 1, in areas where
the range of the grizzly bear overlaps with the range of the BTPD to reduce the risk of
impacts to the grizzly bear.

e The areas in Montana where the timing delay applies includes all, or portions of, the
following counties: Carbon County; Stillwater County south of I-90; Sweetgrass County
south of I-90; Park County south of [-90; Gallatin County south of 1-90; Madison County;
Powell County; Lewis and Clark County; Cascade County; Teton County; Pondera
County; Glacier County; and Toole County.

4. Jaguar Conservation Measure
e Prohibit application of Rozol within the southwestern New Mexico County of Hidalgo to

reduce the risk of impacts to the jaguar.
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It is important to note that the historic range-wide action areas do not imply that
direct and/or indirect effects and/or critical habitat modification are expected or are
likely to occur over the full extent of the action area, but rather to identify all areas
that may potentially be affected by the action. The Agency uses more rigorous
analysis including consideration of available land cover data, toxicity data, and
exposure information to determine areas where listed species and their designated
critical habitats may be affected or modified via endpoints associated with reduced
survival, growth, or reproduction.”

In the BA, the EPA provided a map of the historic BTPD range from NatureServe (Figure 2.2 on
page 55 of the BA, reproduced below in Figure 1) as an indicator of the action area and
described as the “footprint” or “initial area of concern” which covers all habitats within the
historic BTPD range. Range maps available on the Service’s website
(http://www.fws.gov/endangered) for federally listed sp - ___s and/or their critical habitats were
overlaid by the EPA on that historic BTPD map to determine any overlap which was used in the
EPA’s BA to inform “May Affect” determinations for federally threatened or endangered species
and their critical habitats. Asthe EPA recognized in the BA, the historic range map of the BTPD
does not necessarily include the entire “Effects Determination Area” and additional data were
used as appropriate to determine effects to species and critical habitats. The current range of the
BTPD has contracted from its historic range so, in some areas, the species’ current overlap with
federally listed species has been reduced (FWS 2009b). The consultation addresses Rozol use
within the 10 States identified on the September 10, 2010, Rozol label (Appendix). Additionally,
some of the conservation measures listed above further amend the EPA’s action area by
precluding Rozol -~z in some areas. For the purposes of this consultation, and in accordance
with the definition of “action area” provided above, the Service agrees with the EPA’s broad
action area. The EPA’s demarcation of areas where direct effects versus indirect effects may
occur is not adopted herein, as we surmise that indirect effects could occur in counties adjacent
to the BTPD’s range. However, we agree with the EPA’s clarification that, while the action area
includes those areas adjacent to the BTPD’s range where potential affects may occur, those
affects are not necessarily likely or expected to occur and additional information was used to
determine affects to listed species.
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substantially reduces secondary exposure (FWS 2010a, Tosh et al. 2011). This outcome may be
due to the difficulty of finding prairie dogs on the surface as illustrated by Vyas (2010b) (click
here for video) or because resources and commitments needed to make multiple return visits to a
colony are not available (FWS 2010a).

During a meeting in 2010 attended by the EPA and hosted by the North Dakota Department of
Agriculture and Standing Rock Sioux Indian Reservation, ranchers and professional pesticide
applicators indicated that they do not have the time, resources or inclination to conduct multiple
return visits to a Rozol treated prairie dog colony to collect dead and dying prairie dogs, and that
current label requirements for two return visits to treated prairie dog towns were unrealistic and
impractical (FWS 2010a). These remarks were in response to an EPA inquiry to the attendees
what they would think about increasing the required returns visits to a poisoned prairie dog
colony from two times as required by the label in effect at that time (August 2010) to potentially
many more visits. The EPA prefaced their inquiry to the ranchers in attendance that additional
return visits might be added to the label to address comments that the EPA received from
environmental groups about dead and dying prairie dogs on the surface of a colony. One of the
meeting participants indicated that, if the EPA needed to increase the number of return visits on
the label to pacify environmental groups, it may not matter since that speaker did not believe
there was rigorous adherence for two return visits to collect prairie dogs; thus, requiring even
more return visits would likely meet a similar fate. The Montana Department of Agriculture also
questioned the practicality of the Rozol label, especially the retrieval of live prairie dogs, and
expressed their belief that most applicators will have difficulty with strict adherence to the label
(de Young 2009). Of particular note from that North Dakota meeting was that none of the
attendees had ever picked up and disposed of live prairie dogs or their carcasses after a Rozol
application. At the time of the meeting, Rozol had only been approved for use on prairie dogs
for one season in North Dakota and South Dakota. Some attendees have since indicated that
applicators did go back out to search per the label and did not find BTPDs on the surface,
surmising that above-ground BTPDs had been scavenged or died underground.

A recent on-farm survey on anticoagulant use in Northern Ireland found that applicators seldom
followed best practice guidelines designed to maximize efficacy and reduce risk of non-target
species exposure (Tosh et al. 2011). They found that applicators almost never searched for and
removed poisoned carcasses and many baited for prolonged periods or permanently. We are not
aware of any similar anticoagulant use behavior studies conducted in the United States that
would inform Rozol applicator use behavior. However, we suspect that challenges with label
restrictions, especially retrieval of live prairie dogs and carcasses, is an issue given the amount of
effort needed to accomplish this task and the few resources available to ensure compliance. We
conclude that while most labels are difficult to enforce, the comparatively complex nature of the
Rozol label renders it particularly vulnerable to noncompliance, and reports from users indicate
that failure to pick up prairie dogs is a “widespread and commonly recognized practice,” a
designation outlined in FIFRA as a means for determining registration eligibility.

Pamphlets produced by Liphatech indicate that little effort is needed to meet the Rozol label
requirement for carcass searches and disposal of prairie dogs carcasses (Bruesch 2009, Liphatech

2009). These pamphlets, made available during the time when the Rozol label required two
return visits for carcass searches, indicated that Rozol was less labor intensive than a competing
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D. REVIEW OF THE EPA’S ROZOL EFFECTS DETERMINATION

We believe that risk calculations in the EPA’s BA likely underestimate risk to non-target species
(described in detail below). Therefore, the analysis in this section informed the development of
this BO and serve as feedback to the EPA for consideration in developing future effects
determinations for listed species.

a. Underestimated Risk to Avian Species

A Risk Quotient (RQ) is equal to the Estimated Environmental Concentration (EEC), a term used
to estimate exposure, divided by the relevant toxicological endpoint or Toxicity Reference Value
(TRV). The BA provides a RQ of 0.104 for avian species, a value that barely exceeds the EPA’s
Level of Concem (LOC) of 0.1 (EPA 2010b). The TRV used to calculate this RQ is based on
dietary median Lethal Concentration (LCsg) for northem bobwhite (Colinus virginianus) quail.
Although the EPA’s selection of a sub-acute dietary LCs test value for the TRV is preferred to a
single dose LDsq value, this TRV is still likely to underestimate risk to avian species. As dietary
LCs results can be highly dependent on a species’ willingness to eat the bait and their ability to
cope with reduced nutriment, their applicability in quantitative risk assessment has been
questioned (Hill 1993, Mineau et al. 1994, Hoffman 2003). In addition, data suggest that the
northemn bobwhite quail, which eats primarily insects and vegetation, is not likely to be
representative of other more sensitive avian species, especially those that prey upon and
scavenge prairie dogs or other non-target small animals. Though toxicity data are lacking for
chlorophacinone effects to a wide breadth of species, recent investigations have found that
sensitivity of raptors to the closely related indandione rodenticide diphacinone is much greater
than predicted from test species used in pesticide registrations. Acute diphacinone toxicity tests
indicate that American kestrels (Falco sparverius) are over 20 times more sensitive than northern
bobwhite quail and over 30 times more sensitive than mallard (4rnas platyrhynchos) ducks, 2 test
species required by the EPA for pesticide registration (Rattner et al. 2010a and 2011b). Golden
eagles (Aquila chrysaetos) appear to be even more sensitive to diphacinone than kestrels (Savarie
et al. 1979, Rattner et al. 2011b). Given the similarity of chlorophacinone to diphacinone, we
conclude that at least raptors (e.g., the northern aplomado falcon), and possibly other groups of
species, will likely exhibit greater sensitivity than can be estimated from existing mallard or
northern bobwhite quail studies.

Furthermore, the LCso-based TRV does not account for potential sub-lethal effects of
chlorophacinone that can decrease listed species’ survival and/or reproduction. Accounting for
sub-lethal effects from chlorophacinone exposure such as fatigue, clotting abnormalities, and
hemorrhaging is important when evaluating risk to federally listed species. This is especially
true when evaluating cumulative effects that include sub-lethal effects from exposure to
chlorophacinone as well as other environmental stressors such as adverse weather, food
shortages, and predation (Vyas et al. 2006). The BA identifies external bleeding, internal
hemorrhaging, and increased blood coagulation time as sub-lethal effects to avian species from
secondary exposure to chlorophacinone-poisoned food; however, other sub-lethal effects (e.g.,
fatigue) can occur even prior to gross observation of internal and external bleeding. As
mentioned previously, chlorophacinone uncouples oxidative phosphorylation, and studies have
reported that the first observed signs of secondary chlorophacinone toxicity in raptors include
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b. Prairie Dog Chlorophacinone Residues

In its BA, the EPA uses a maximum carcass whole-body residue value of 2.24 pg/g ww for the
Environmental Effects Concentration in evaluating secondary risk to species that consume
poisoned BTPDs; however, this value may underestimate exposure. The prairie dog with a
carcass concentration of 2.24 ug/g ww had a liver concentration of 6.66 pg/g ww and was
collected an unknown number of days after bait application. It is also unknown whether this
prairie dog had recently consumed bait or stopped eating bait days before it died. Currently, data
exists for BTPD carcasses that were picked up 10 to 25 days after a field application (Lee and
Hygnstrom 2007, Primus 2007), but it is unclear if they still had bait in their system or if they
became too sick and stopped eating bait days before they died. Lab data also exists for BTPDs
that consumed a single dose (53 grams bait) and were euthanized periodically after being
maintained on a clean diet (Witmer 2011). Prairie dogs in the Witmer (2011) study that had
most recently consumed bait had the highest liver and carcass concentrations of
chlorophacinone. However, for field applications, there may be 10 or more LDss distributed per
individual prairie dog (based on 3.9 active burrows per prairie dog as explained previously) and a
longer lag time between exposure and death. Thus, prairie dogs likely continue to eat Rozol after
they have consumed a LDsg. These prairie dogs likely have higher chlorophacinone residues,
especially in the liver, than those that die several days after they stop eating bait (Pitt et al. 2005,
Witmer 2011).

The use of whole-body chlorophacinone residues, as opposed to chlorophacinone residues in
liver, may underestimate secondary exposure risk to non-target wildlife, particularly scavenging
and predating birds. The EPA’s BA does not account for concentrations of chlorophacinone in
internal organs, such as liver, which may be selectively consumed by certain predators or
scavengers and livers generally much greater concentrations than whole-body samples. Eight
BTPD carcasses collected after a field application of chlorophacinone bait had a mean
concentration of chlorophacinone in liver of 5.86 + 1.88 pg/g ww (maximum of 6.66 png/g)
compared to a whole body mean concentration of 1.48 + 0.46 pg/g ww (maximum of 2.24 ug/g)
(Primus 2007). Use of a liver concentration instead of a carcass concentration may be more
appropriate based on feeding behavior of some animals that selectively eat parts of prairie dogs.
For instance, some predators may only forage on the most readily accessible body cavity organs,
including the liver (Figure 2). When multiple carcasses or moribund prairie dogs are readily
available, internal organs may also be preferentially selected over other less accessible or
digestible prairie dog body parts. A realistic worst-case scenario would include a maximum liver
concentration for the EEC, as opposed to the maximum whole body residue used in the BA. The
highest liver known chlorophacinone concentration in a BTPD is 8.4 pg/g ww in a BTPD that
consumed 52.8 grams of Rozol and was euthanized 2 days later (Witmer 2011). We recognize
that data for chlorophacinone concentrations in livers from prairie dogs is extremely limited;
thus, liver concentrations of 8.4 png/g ww from a euthanized prairie dog and 6.6 pg/g ww from a
dead field collected prairie dog are unlikely to be the greatest concentrations encountered if more
than a few dozen prairie dog livers are examined.
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e Based on the label application rate, excessive LDssq per BTPD are likely applied and result in
increased risk to non-target species. In addition to having excess bait available for direct
consumption by non-target species, over-application and Rozol’s prolonged toxic mode of
action may result in a high risk of secondary exposure to non-target species, especially those
species attracted to poisoned BTPD colonies. A 6-month application season for Rozol can
result in a long duration and increased opportunity for repeated exposure to chlorophacinone
and/or diphacinone rodenticides as the species migrates or moves within their territory.

e Despite current label restrictions and requirements, previous studies and observations
indicate that Rozol is available to non-target species by both primary and secondary exposure
routes and may even result in tertiary poisoning. A label search protocol that does not
specify how to conduct carcass searches will likely result in random search methods that are
far less efficient than standard line-transect search methods. Further, label requirements
aimed at reducing exposure to non-target species that are based on return site visits for weeks
after the application to pick up dead and dying prairie dogs and bait may be impractical.
Burying prairie dogs on the colony may not be effective at preventing exposure to non-target
species that can dig up carcasses or feed on poisoned prey between carcass searches.

e RQs derived in the EPA’s BA underestimate non-target species risk to Rozol because they
are: a) based on study protocols that consider limited (1- to 5-day) exposures in the lab;
b) do not account for information indicating that raptors may be 20-30 times more sensitive
than standard avian test species such as quail and ducks; c) do not attempt to quantify known
sub-lethal effects; and d) do not consider higher concentrations of chlorophacinone in the
li-—~ especially for species that may selectively consume internal organs instead of whole-
body tissues.

e Although wildlife mortality incidents ___ underreported and surveillance efforts are lacking,
opportunistic recoveries of non-target species exposed to chlorophacinone include: bald
eagles, hawks, owls, turkeys, meadow lark, pigeons, coyotes, kit foxes, raccoon, badger,
squirrels, and a bobcat.

e Opportunistic recoveries have shown that Rozol use on BTPDs has killed non-target species
protected under the ESA, MBTA, and the Bald and Golden Eagle Protection Act. Many of
these species (e.g., bald eagles, golden eagles, ferruginous hawks, American kestrels, owls)
appear to be especially susceptible to Rozol toxicity and are expected to continue to die from
Rozol exposure given current label use restrictions.

VI. GENERAL CONSERVATION RECOMMENDATIONS

Section 7(a)(1) of the ESA directs Federal agencies to utilize their authorities to further the
purposes of the ESA by carrying out conservation programs for the benefit of endangered and
threatened species. Conservation recommendations are discretionary agency activities to
minimize or avoid adverse effects of a proposed action on listed species or critical habitat, to
help implement recovery plans, or to develop information. Based on the above discussion of
Rozol’s mode of action, its environmental fate and effects and known exposure routes and risks
to nontargets animals we believe it is important identify conservation recommendations that
address those concerns. Accordingly, we provide the following conservation recommendations
for EPA’s consideration that are within your authorities and will further the purposes of the ESA
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plovers were not documented to leave their traditional foraging areas to forage on carcasses
(Keane 2002, FWS 2009¢). We do not anticipate Rozol use along the Missouri River shoreline,
so exposure of piping plovers to contaminated maggots is not expected.

Piping plovers have been documented to nest up to one-half mile from the water along the
reservoirs (Pavelka 2008, personal communication), but this was in low water years and the nests
were below the elevation at which the reservoirs are considered full in a normal year. Most nests
are initiated relatively close to the water (Anteau et al. 2011). The average number of piping
plovers nesting on the Missouri River reservoirs annually from 1994-2010 has been 496
(USCOE 2011), but only a very small subset (less than a few dozen) of these were near prairie
dog towns and none were in prairie dog towns.

The risk of secondary poisoning is unlikely due to the chain of events that would have to occur
for piping plovers to be exposed. Since piping plovers do not eat grain or carcasses directly,
poisoning would have to occur via a secondary route. For terrestrial insects to be available for
piping plover forage, contaminated insects would have to leave the prairie dog town and move to
unvegetated habitat (most likely along the water’s edge) where piping plovers do most of their
foraging, and be ingested by piping plovers. It is unlikely that piping plovers would be exposed
to sufficient Rozol concentrations in this manner.

In summary, impacts to piping plovers are not anticipated because:

e The Rozol label only allows application to occur between October 1 and March 15 of the
following year, when piping plovers are absent from the breeding grounds.

e The potential Rozol exposure routes are circuitous with both possible transmissions being via
insects; neither of which is expected to occur.

o Route I — the invertebrates have eaten the bait directly and then move to piping plover
foraging areas. While this route is possible, the time lag between the last application of
Rozol and the arrival of piping plovers reduces the likelihood of impact. Further, prairie
dog colonies are generally well removed from piping plover nesting areas, and
contaminated invertebrates would have to move from the prairie dog town to piping
plover habitat to be exposed to ingestion by piping plovers.

o Route 2 - the invertebrates (most likely maggots) may become contaminated through
feeding on a contaminated carcass. This route would require a contaminated carcass
from a Rozol application (that had occurred weeks to months earlier) to be located in
piping plover foraging habitat on the shoreline, which would be out of the prairie dog
town, and remain in place long enough to become infested with maggots. The maggots
would have to be carrying a high enough concentration of Rozol to affect piping plovers
and/or the piping plovers would have to consume them in sufficient quantity to be
impacted.

e Most of the activity associated with poisoning would occur outside of piping plover use
areas, so disturbance associated with poisoning activities is unlikely.
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As noted in the BA, the whooping crane is a territorial nester and returns to the same area each
year. Whooping cranes summer in marshes and prairie potholes and winter in coastal marshes
and prairies. Eggs are laid from April to mid-May. Incubation lasts for a month. At Wood
Buffalo National Park, whooping cranes migrate southward in the fall from mid-September to
mid-November to winter at the Aransas National Wildlife Refuge. However, those dates may
vary. Ten Aransas Wood Buffalo Population whooping cranes were fitted with Global
Positioning System (GPS) platform transmitters and were tracked by the Service and The Crane
Trust as they migrated from Wood Buffalo National Park to Aransas National Wildlife Refuge.
In 2010, whooping cranes left Wood Buffalo National Park as early as August 20 and continued
until October 31. They arrived at Aransas National Wildlife Refuge between October 28 and
November 26. Whooping cranes spent most of their time in Saskatchewan followed by North
Dakota, South Dakota, Nebraska, Kansas, Oklahoma, and Texas. The whooping cranes made
stopovers on 39 private properties and 15 public land sites and varied between rivers (including
reservoirs on the Missouri River), lakes, wetlands, and uplands. Upland roost sites consisted of
com fields, fields planted in winter wheat, and a harvested rice field. In spring, the migration
begins between March 25 and April 15, and some may not leave Aransas National Wildlife
Refuge until May.

Diet during the summer consists of larval and nymphal insects, frogs, rodents, berries, small
birds, and minnows. On the wintering grounds at Aransas National Wildlife Refuge, whooping
cranes feed primarily on blue crabs, razor clams, and wolfberries. During migration, they forage
on agricultural waste grains like barley, wheat, and corn, along with frogs, fish, insects, tubers,
and crayfish.

Whooping cranes are likely to be migrating between October 1 and December 1 from Wood
Buffalo National Park to Aransas National Wildlife Refuge which is the first half of the Rozol
application season. During their spring migration from Aransas National Wildlife Refuge to
Wood Buffalo National Park in late March, it is possible that Rozol will have been applied to
areas within days prior to their departure and contaminated prairie dog carcasses have been
documented on the surface up to 29 days post-treatment. While whooping cranes are not known
to use BTPD colonies during their migration between wintering and breeding areas, it is possible
to foresee some possible Rozol exposure routes since whooping cranes are known to eat
agricultural grains, frogs, fish, insects, tubers, rodents, and crayfish during their migration.
Further, since Rozol is grain-based, it could be consumed in amounts that would exceed the RQ
for consumption of 0.89 for endangered species. According to the EPA, the whooping cranes
would have to eat 23 poisoned mice or more than 1 poisoned BTPD every day for 5 days to
reach the LOC. The BA also states that it may be possible for the whooping cranes to consume
that many mice in a day but unlikely that it would eat more than one BTPD every day.

Although whooping cranes use a wide range of environments, they primarily depend on highly
productive wetlands, marshes, mudflats, wet prairies, rivers, streams, and crop fields for
migratory stopover habitat. They feed primarily in a variety of croplands and roost in marshy
wetlands or riverine habitats. Heavily vegetated wetlands are not generally used. During
migration, whooping cranes are often recorded in riverine habitats such as in the Platte River,
North and Middle Loup Rivers, and Niobrara River in Nebraska; the Missouri River in North
Dakota and South Dakota; and the Red River in Texas. They roost on submerged sandbars in
wide, unobstructed channels that are isolated from human disturbance.
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Regarding potential impacts to PMIM critical habitat, in the BA (page 22), the EPA states:

Habitat modification for the Preble’s meadow jumping mouse is expected because

the critical habitat for the Preble’s meadow jumping mouse overlaps with the use
area (BTPD habitat).

An estimated 10,200 acres of PMJM critical habitat in Colorado overlaps with the BTPD range,
which is approximately 35 percent of all PMJIM designated critical habitat. For the PMJIM,
primary constituent elements (PCEs) of critical habitat are:

e Riparian corridors: formed and maintained by normal, dynamic, geomorphological, and
hydrological processes that create and maintain river and stream channels, floodplains, and
floodplain benches and that promote patterns of vegetation favorable to the PMIM;
containing dense, riparian vegetation consisting of grasses, forbs, or shrubs, or any
combination thereof, in areas along rivers and streams that normally provide open water
through the PMJM active season; and including specific movement corridors that provide
connectivity between and within populations. This may include river and stream reaches
with minimal vegetative cover or that are armored for erosion control; travel ways beneath
bridges, through culverts, along canals and ditches; and other areas that have experienced
substantial human alteration or disturbance.

e Additional adjacent floodplain and upland habitat with limited human disturbance (including
hayed fields, grazed pasture, other agricultural lands that are not plowed or disked regularly,
areas that have been restored after past aggregate extraction, areas supporting recreational
trails, and urban—wildland interfaces).

While the use of Rozol to control the BTPD and subsequent loss of prairie dog colonies is
unlikely to adversely impact the PCEs of PMJM critical habitat above, it could have indirect
effects to PMJIM critical habitat due to the loss of BTPD burrows and cessation of BTPD
activities that would otherwise modify vegetation. In the BA (pages 84-85), the EPA states that
loss of burrows is not expected to have an adverse impact to the PMJM.

The Service agrees. Burrows of other animals are not specified PCEs of PMJM critical habitat.
Since the PMJM digs its own burrows and is not known to be dependent on burrows of other
animals, it is unlikely that the PMJM critical habitat would be adversely affected by the loss of
prairie dog burrows following Rozol application. In the BA (page 60), the EPA’s conceptual
impact model lists “altered plant community composition” as a second indirect effect on habitat
resulting from BTPD control. Reduction or eradication of BTPDs would likely lead to
vegetation of greater height and density at sites of their former BTPD colonies. Where BTPD
colonies are abandoned within designated critical habitat or adjacent to other riparian corridors
occupied by the PMIM, the altered plant community could be of greater habitat value to the
PMIM than low, sparse vegetation typically found within an active BTPD colony.
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a. Environmental Baseline

Since the 1960s, occupied BTPD acreage has increased from approximately 365,000 acres to
approximately 2.4 million acres within the 10 states where Rozol is currently allowed or
proposed to be used as a rodenticide (EPA 2010b, FWS 2009b). There is an extensive history of
prairie dog poisoning in these 10 states, and we believe that BTPDs are likely to be poisoned by
various rodenticides into the future regardless if Rozol is available or not. Current BTPD
populations do not indicate a downward trend even though Rozol has been used under SLN

labels for BTPD control since 2004 and as early as 1991 under a pocket gopher formulation (Lee
et al. 2005, FWS 2009b).

While current information suggests that the BTPD can withstand the impact of Rozol use, prairie
dog poisoning is a high magnitude threat to the black-footed ferret (FWS 2008b). Therefore, the
conservation measure that prevents Rozol use in black-footed ferret reintroduction areas is key to
maintaining the current reintroduction sites and providing a mechanism to accommodate future
reintroduction sites.

Nineteen black-footed ferret reintroductions (Table 2) have been undertaken in North America
beginning in 1991, and most of these sites continue to have some black-footed ferrets remaining
(FWS 2008b, Fargey 2010). Thirteen reintroductions are within the range of BTPDs, and 11 of
those sites are within the 10 states where Rozol is either labeled for use or proposed to be used as
a prairie dog rodenticide (EPA 2010b). Despite these 19 black-footed ferret reintroductions to
date, insufficient time has passed at approximately one third of the sites to indicate whether the
existing reintroduction sites may eventually meet criteria for Black-footed Ferret Recovery Plan
objectives (FWS 2008b).

A recent estimate of black-footed ferret populations at reintroduction sites indicates
approximately 840 black-footed ferrets alive in the wild with approximately half of those located
in the BTPD range (FWS 2008b). Since that time, plague has reduced black-footed ferret
numbers at the Conata Basin in South Dakota (Griebel 2010) while existing black-footed ferret
populations are believed to have expanded in Arizona and Wyoming (Corcoran 2012, Grenier
2008). The Service believes that approximately 800 black-footed ferrets alive in the fall of 2011
is a reasonable estimate of the species’ current population numbers in the wild.

To date, there have been a few instances where black-footed ferrets are known to have left a
reintroduction site and been located on adjacent property. If a black-footed ferret does disperse
from a reintroduction site, there are provisions in the reintroduction site permit or the
reintroduction plans to relocate that individual at the request of the adjacent property owner if the
owner grants access and permission to do so. This accommodation, while available to adjacent
landowners, has rarely been used or needed. The Service does not expect that to change with
Rozol use as a BTPD rodenticide.

Landowners adjacent to current black-footed ferret reintroduction sites are not required to
conduct surveys for the species prior to undertaking normal ranching operations, such as the use

of rodenticides to control prairie dogs. The Service anticipates that future black-footed ferret
reintroduction sites will similarly not require black-footed ferret surveys on adjacent properties.
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(d) Dispersal ,

As indicated by the territory size described above, wolves often cover large areas and may travel
as far as 30 miles a day. Although they trot at approximately 5 miles per hour (mph), wolves can
| attain speeds as high as 40 mph. By 3 years of age, many wolves disperse from the pack that
they were born into to find mates and to expand into new areas. The animals have extraordinary
dispersing ability, traveling over 600 miles, sometimes over large areas of inhospitable terrain.

A wolf in Sweden with a Global Postitioning System (GPS) collar travelled a straight line
distance of >1,092 kilometers (682 miles) with an actual travel distance of over

>10,000 kilometers (6,000 miles) in just under a year (Wabakken et al. 2007). A wolf that
dispersed from Gardiner, Montana, to western Colorado, where she was illegally killed by

1080 Compound poison in March 2009, travelled a straight line distance of 400 miles in 6
months, but daily GPS locations showed she actually walked over 3,000 miles (FWS et al. 2011).

Considerable information on wolf dispersal was obtained during 1993-2008, when

1,681 radio-collared wolves (858 males and 823 females) in the Northern Rocky Mountain DPS
were tracked (Jimenez et al. 2011). The large sample size distinguishes that study; however,
most of what was documented mirrored that already found by others (Fritts and Mech 1981,
Boyd and Pletscher 1999, Mech 1987, Gese and Mech 1991, Boyd et al. 1995). Ten percent of
the Northern Rocky Mountain wolf population dispersed annually; 297 known dispersals by

281 wolves were documented (some wolves dispersed and returned to their original pack up to
three times). Many other dispersal events likely occurred during the Northern Rocky Mountain
dispersal study but were undetected because only about 30 percent of the Northern Rocky
Mountain wolf population was radio-collared by 2008 and it is difficult to detect lone dispersing
wolves. Most wolves tended to move southward, but 55 dispersals occurred in an easterly
direction. The dispersals could occur anytime during the year, but increases were noted in the
fall with the peak occurring in January, and 58 percent (n=153) of all dispersals occurred
between October and February (i.e., during the timeframe that Rozol may be applied) (Jimenez
et al. 2011, unpublished data). Licht and Fritts (1994) studied 10 wolf mortality records in North
Dakota and South Dakota between 1981 and 1992 and found that nine occurred in winter.

Dispersal distance by individual wolves in the Northern Rocky Mountain wolves study (Jimenez
et al. 2011, unpublished data) was not as great as the species’ potential, described above; mean
dispersal distance for males was 98.1 kilometers (61 miles) and was not significantly different
(P=0.11) than female dispersal distance at 87.7 kilometers (54.5 miles). However, in

10 instances, the wolves moved more than 186 miles which were considered to be unusually long
distances (Jimenez et al. 2011, unpublished data). About 20 confirmed Northern Rocky
Mountain wolf dispersal events from 1992-2010 have been over 190 miles with 4 wolves
travelling beyond the Northern Rocky Mountain DPS border (FWS et al. 2011). The eastern
edge of the Northern Rocky Mountain DPS is about 400 miles from the western edge (eastern
Minnesota) of the Western Great Lakes DPS core area and 1s separated from it by hundreds of
miles of unsuitable habitat in those Great Plains States (FWS 2009g). This propensity to
disperse and the distances that have been recorded are the factors that lead the Service to believe
that gray wolves could encounter and be exposed to Rozol-poisoned prairie dogs.
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Breeding members of wolf packs can be quickly replaced either from within or outside the pack.
Pups can be reared by another pack member should their parents die (Packard 2003, Brainerd

et al. 2008, Mech 2006). Consequently, wolf populations can rapidly recover from severe
disruptions, such as very high levels of human-caused mortality or disease. After severe
declines, wolf populations can more than double in just 2 years if mortality is reduced; increases
of nearly 100 percent per year have been documented in low-density suitable habitat (Fuller et al.
2003, Service et al. 2008, 2009f). Additionally, their extraordinary dispersal ability helps
explain why wolves can recolonize even distant vacant suitable habitat relatively quickly and
why their populations are resistant to extirpation (Mech and Boitani 2003, Adams et al. 2008).

Starting with an estimated 55 individuals that naturally colonized northwestern Montana in 1993,
the Northern Rocky Mountain population grew an average of 25 percent annually between 1993
and 2008, with the assistance of reintroduction efforts in Wyoming and Idaho. At the end of
2009, the population estimate had grown to at least 1,706 wolves in 242 wolf packs and

115 breeding pairs (Bangs 2010). In 2010, that number was slightly down to 1,651 (FWS et al.
2011).

The Western Great Lakes DPS today is estimated to contain over 4,000 wolves, with the
majority occurring in Minnesota. The Minnesota wolf population increased from an estimated
1,000 individuals in 1976 to 2,921 as of 2007-2008, and the estimated wolf range in the State has
expanded by approximately 225 percent (FWS 2011j). Wolves were considered extirpated from
Wisconsin in 1960 but began to recolonize in the 1970s, and an increase in the late 1980s has
continued into 2011; the current population estimate there is 782 wolves (FWS 2011k, 2011f).
With the exception of Isle Royale, wolves were extirpated from Michigan prior to the gray wolf
listing, but wolves began to return in the late 1980s (Beyer et al. 2009), and wolf packs have
continued to spread throughout Michigan’s Upper Peninsula. Wolves are now found in nearly
every county of Michigan’s Upper Peninsula (Huntzinger et al. 2005), and 87 individuals were
estimated to occur in Michigan in 2010-2011 (FWS 2011f1).

The Mexican wolf reintroduction began in 1998 with the release of 11 individuals in the Blue
Range Wolf Recovery Area of New Mexico and Arizona. The population has increased with a
minimum end-of-year count peak of 59 wolves in 2006, via natural reproduction, translocations,
and initial releases. At the end of 2010, the wild population totaled a minimum of 50 individuals
(FWS 2012c).

With a minimum of 1,651 wolves in the Northern Rocky Mountain DPS in 2010 (FWS et al.
2011), an estimated 4,390 in the Western Great Lakes DPS (assuming the number of wolves in
Minnesota has not changed substantially since 2007-2008, the date of the most recent estimate
available for this analysis) (FWS 2011f) and a 2010 estimate of the Mexican wolf population at
50 (FWS 2012c), the total minimum estimate of wolves in these areas combined is
approximately 6,091. Wolf population levels in the range of the BTPD are limited to dispersing
wolves.
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(d) Communications towers and power lines

Although the effect of communication towers and power lines on the northern aplomado falcon
is not well documented, these structures can have an adverse effect on bird species in general,
and raptors in particular, due to collision or electrocution. Although birds can collide with any
part of a communication tower, causing injury or death, they are most likely to collide with
unmarked guy wires, which can be difficult to see. Northern aplomado falcons may also collide
with power lines, especially if the power lines are unmarked. Power lines that are uninsulated
may electrocute northern aplomado falcons if they try to use them to perch on or collide with
them. Northern aplomado falcons may be particularly vulnerable to collision with such objects
as they tend to “engage in high-speed, low-level, reckless pursuits of swift avian prey” (Keddy-
Hector 2000).

(e) Organochlorine and organophosphate pesticide contamination

In the past, organochlorine compounds (DDE/DDT) were heavily used in pesticide applications
in the agricultural areas surrounding northern aplomado falcon habitat in south Texas. It is
unclear to what degree residual chemicals may still be present in the species’ prey base, although
some evidence indicates that this may be a lingering threat (Mora et al. 1997, Keddy-Hector
2000). In addition, organophosphate insecticides may threaten the species through adverse
effects on its primary prey base of insects and small insectivorous birds, particularly in
agricultural areas of south Texas.

¢. Effects of the Action

The RQ calculated by the EPA for the northern aplomado falcon, based on the LCs value of

56 mg active ingredient per kilogram diet, was 0.104 for consumption of non-target animals. A
LOC of 0.1 for the RQ is set for listed species (EPA 2010b). Because the RQ of 0.104 exceeds
the LOC, the EPA determined that there is potential for risk of acute adverse effects to northern
aplomado falcon Tom exposure to Rozol (EPA 2010b). The BA states that the northern
aplomado falcon would have to consume 5 poisoned mice or less than 1 poisoned BTPD to reach
the LOC and are more likely to consume mice than BTPDs. The BA also states that, because no
avian reproduction studies have been conducted, risk cannot be precluded at any level.

While there is no avian reproductive study to help estimate risk, external bleeding, fatigue,
internal hemorrhaging, and increased blood coagulation has been reported in studies of
secondary exposure to birds (see section on “Indandione Mode of Action and Toxicity” above).
Additionally, chlorophacinone is a first generation rodenticide, and consecutive intake over
multiple days tends to reduce the amount that results in LDsy. Thus, BTPDs and non-target
species such as mice can accumulate a “super dose” prior to expiring or becoming intoxicated
and predated upon by birds such as the northern aplomado falcon. It could take less than 5 mice
or 1 BTPD to intoxicate a northern aplomado falcon. However, due to its relatively small size,
the northern aplomado falcon is not likely to take prey as large as a BTPD, and the northern
aplomado falcon is not known to scavenge.

As described in the “General Background” section above, raptors such as the northern aplomado
falcon may be especially sensitive to Rozol per our previous discussion in the “Rozol Exposure
and Effects Assessment” section. Although toxicity data for chlorophacinone effects to raptors
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Decision #: 442642 Regis

n #:7173-286 Petition #:

Issue(s) (describe in detail):

Purpose:
The company is seeking an amendment to add a me
20089.

Court Case:

This product contains the anticoagulant, Chlorophaci
Shortly after registration, Defenders of Wildlife and K
ecological risks, because of failure to pubish the new
new ues and developing its Public Process for signifi
about Endangered Species.

On July 27, 2011, EPA received a court order, requir
Wildlife Service. In the interim, the Agency cannot a

Bottomline:
The Agency estimates that it will need an additional ¢
consider this amendment for a new label change.

application (mechanical) not approved at the initial product registration in May

or the control of prairie dogs.

\udubon sued the EPA for registering this rodenticide because of high

* public comment [resulting in OPP's now publishing Notices of Receipt of all
w uses], and because we had not consuited with Fish and Wildlife Service

o remove specific states of use from the label and to consult with the Fish and
iy amendments for this product until it has completed the consultation.

s, or May 24, 2012, to comply with the July 27, 2011, court order and

Comment(s):
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Pay.gov - Online Payment

Online Payment
Step 3: Confirm Payment 112]3

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: PRIA Service Fees
Pay.gov Tracking ID: 251VGV3B
Agency Tracking ID: 74154802285
Transaction Date and Time: 11/24/2010 12:54 EST

Payment Summary
Address information Account Information Payment Information
Account Card Type: Visa Payment $3.617.00
Holder Thomas Schmit Card Number: **********+1019 Amount: "™
Name: Decision Transaction 11/24/2010
Billing Number: Date and Time: 12:54 EST
Address:
Registration
Billing egNumber: 7173-286
Address 2:
Cot;:pan)'y Liphatech, Inc.
City: ame:
State / cﬁg‘nf;:ry 7173
Province: '
Zip | Postal Action Code: R340
Code:
Country: USA

https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.html ~ 11/2412810

» uonewlojul Aoeaud jeuosiady



Thomas Schmit

-

“rom:
Jent:

. To:

Subject:

paygovadmin@mall.doc.twai.gov
Wednesday, November 24, 2010 11:55 AM
Thomas Schmit

Pay.Gov Payment Confirmation

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.

Your transaction has been successfully completed.

Transaction Summary

Application Name: PRIA Service Fees
Pay.gov Tracking ID: 251VGV3B
Agency Tracking 1D: 74154802285

Account Holder Name: Thomas Schmit
Transaction Type: Sale
Transaction Amount: $3,617.00

Billing Address: | NG
Ciry: IR

State/Province:
Zip/Postal Code
Country: USA
>ard Type: Visa
Card Number; ***s*xssss241319
Transaction Date: Nov 24, 2010 12:54:45 PM

Decision Number:

Registration Number: 7173-286
Company Name: Liphatech, Inc.
Company Number: 7173

Action Code: R340
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:] Registration
X Amendment

United States
Environmental Protection Agency

OPP Identifier Number

Washington, DC 204680 I Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Propogad, Classification
7173-286 . vve
- Kable Davis Nohs * I X Restricted
4- CUIIIPBI"I’ lUUUCt (Nama) PM' :. ¢
Rozol Prairie Dog Bait | Insecticide/Rodenticide Branch e
L RABEE X ) L4
S. Name and Address of Applicant {include ZIP Cade) 6. Expedited Reveiw. In accordance ¥ith FIFRA Section 3{cH3)
Liphatech, Inc. (b)(i}, my product is similar or identicalin compasition and labeling
3600 W. EIm Street to: oo A
. EPA Reg. No. o @
Miiwaukee, Wi 53209 eg. No = e
D Check if this Is a new address Product Name ® cenee
Section - Il s -
‘Z] Amendment - Explain below. D Final printed labels in repsonse to T
Agency letter dated

D Resubmission in response to Agency letterdated = D "Me Too" Application.

D Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section Il.)

Fast-track, non-PRIA amendment application, submitted by Thomas Schmit, 414-410-7230, schmit@liphatech.com,
1) to add New Mexico, North Dakota, Montana and South Dakota to the list of states where this product may be applied;

2) to add carcass search requirements as shown on page 9 of the FWS Biological Opinion for Rozol Prairie dog Bait; and,

3) to make other language changes as may be required to implement the FWS Biological Opinion.

Section - I

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
E Yes E Yes E Yes l Metal
3  Plastic
No No No Glass
. . If "Yes"® No. per If "Yesg” No. per | X Paper
* Certification must Unit Packagi i : :
, ging wgt. container Package wgt container Other (Specify)
be submitted |
3. Location of Net Contents Information 4. Size(s) Retail Container S. Location of Label Direotions
« ' Oniabel
IZ] Label D Container 1 pound up to 2000 pOUI‘\dS b
8. Menner in Which Label is Affixed to Product x Lithograph [] other
L or glu
S:gnci od

Section - IV

1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name . Title Telephone No. {include Area Code)
Thomas Schmit Manager of Regulatory Affairs (414) 410-7230
Certification 8. Date .Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received
1 acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or (Stamped)

both under applicable law.

2, Signature ;ZQ\)A/ 3. Title
% . Manager of Regulatory Affairs

4, Typed Name 6. Date

Thomas Schmit 16 April 2012
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S T I’D STATES ENVIRONMENTAL PROTE.l AGENCY

WASHINGTON, D.C. 20460

April 25, 2012
FFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

MR. THOMAS SCHMIT
LIPHATECH, INC.

3600 W. ELM STREET
MILWAUKEE, WI 53209

PRODUCT NAME: ROZOL PRAIRIE DOG BAIT
COMPANY NAME: LIPHATECH, INC.

OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 7173-286

EPA RECEIPT DATE: 04/18/12

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team
7, at (703) 308-6249.

Sincerely,

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division
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PC Code: 067707
DP Barcode: D350010
Date: February 3,2012

DecisioN' 389 (%8¢

MEMORANDUM

SUBJECT: Environmental Fate and Effects Division Review of an Acute Toxicity
Study

TO: Dan Peacock, Risk Manager Reviewer
John Hebert, Risk Manager

Registration Division (7505P)
Office of Pesticide Programs

FROM:  Christine Hartless, Wildlife Biologismm 2-3712
Environmental Risk Branch II
Environmental Fate and Effects Division (7507P)
Office of Pesticide Programs

APPROVED
BY: ﬁ\ Brian Anderson, Branch Chief ﬂ,p Orned  2-3-12

Environmental Risk Branch II
Environmental Fate and Effects Division (7507P)
Office of Pesticide Programs

The Environmental Fate and Effects Division (EFED) has reviewed the following study:
MRID 473336-01
Yoder, C.A. 2008. Acute Oral Toxicity (LD50) of Chlorophacinone in Black-
tailed Prairie Dogs (Cynomys ludovicianus). Unpublished study performed by
National Wildlife Research Center, Fort Collins, CO. Laboratory Project No.
QA-1446. Study sponsored by LiphaTech, Inc., Milwaukee, WI. Study initiated
June 15, 2007 and submitted January 16, 2008.

This study was classified as Supplemental under the Guideline Number 850.2400 (Wild
Mammal Toxicity). The study resulted in an estimated LDso = 1.94 mg ai/kg-bwt with
95% confidence intervals of (1.46, 5.77). The primary reasons for the supplemental
classification are listed below:

1. Age of the test organisms was not provided.

2. Pre-test health (including mortality) of the test population was not provided.

3. Raw data (on an individual animal basis) including weight, food consumption,

sublethal effects, time to mortality, and behavior were not provided.
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4. Environmental conditio during acclimation were different then
environmental conditiol., under test.

5. For chemicals with this mode of action, gross necropsies should be conducted
on all mortalities, as well as on all surviving animals, at the conclusion of the
test. No necropsy repor  were included in the study report.
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Data Evaluation Report on the Acute Oral Toxicity of Chlorophacinone to Black-tailed
Prairie Dogs (Cynomys ludovicianus)

PMRA Submission Number {......} EPA MRID Number 473336-01
Data Requirement: PMRA Data Code  {............ }

EPA DP Barcode N/A

OECD Data Point GO }

EPA MRID 473336-01

EPA Guideline 850.2400
Test material:  Chlorophacinone Technical Purity: 99.4%

Common name Chlorophacinone

Chemical name: IUPAC: 2-[(RS)-2-(4-chlorophenyl)-2-phenylacetyl]indan-1,3-dione
CAS name: 2-[2-(4-chlorophenyl)phenylacetyl]-1H-indene-1,3(2H)-dione
CAS No.: 28772-56-7 (reported on p. 12 of 86); 3691-35-8 (reported on p. 70 of 86)
Synonyms: Rozol Rodenticide

Primary Reviewer: Christie E. Padova Signature: CL‘”‘J’-‘"’ <. ﬂ"'bw""
Staff Scientist, Dynamac Corporation Date: 05/05/08

Secondary Reviewer: Teri S. Myers Signature: Q ’

Senior Scientist, Cambridge Environmental Inc. Date: 05/16/08 5 W”

Primary Reviewer(s): Christine Hartless Date: 02-02-12
EPA/OPP/EFED/ERB 2 b —-ou. 2-2- | Z
Secondary Reviewer(s): Kristina Garber y / Date: 02-02-12
EPA/OPP/EFED/ERB 2 Z

Reference/Submission No.: {.................. }

Company Code {oiins } : [For PMRA]
Active Code PR } [For PMRA]
Use Site Category  {............. } [For PMRA]
EPA PC Code 067707

Date Evaluation Completed: 02-01-12

CITATION: Yoder, C.A. 2008. Acute Oral Toxicity (LD50) of Chlorophacinone in Black-tailed Prairie Dogs
(Cynomys ludovicianus). Unpublished study performed by National Wildlife Research Center, Fort Collins,
CO. Laboratory Project No. QA-1446. Study sponsored by LiphaTech, Inc., Milwaukee, WI. Study initiated
June 15, 2007 and submitted January 16, 2008.

Page 1 of 14
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Data Evalﬁatim‘l Report on the Acute Oral Toxicity of Chlorophacinone to Black-tailed

Prairie Dogs (Cynomys ludovicianus)
PMRA Submission Number {......} EPA MRID Number 473336-01

Probit slope: 3.45 95% C.1.: 0.80-6.1

NOAEL (visually determined based on mortality): 0.757 mg ai/kg bw

NOAEL for clinical signs could not be determined based on data reporting methods in study report.
Endpoint(s) Affected: mortality and clinical signs of toxicity

I. MATERIALS AND METHODS:

GUIDELINE FOLLOWED: The study protocol was based on procedures outlined in the U.S. EPA
Ecological Effects Test Guidelines OPPTS No. 850.2400 (1996).
Deviations from this guideline included:

1. Age of the test organisms was not provided.

2. Pre-test health (including mortality) of the test population was not provided.

3. Raw data (on an individual animal basis) including weight, food consumption, sublethal effects, time
to mortality, and behavior were not provided.

4. Environmental conditions during acclimation were different then environmental conditions under test.

Although not specifically listed in 850.2400, for chemicals with this mode of action, gross necropsies should be
conducted on all mortalities, as well as on all surviving animals, at the conclusion of the test. No necropsy
reports were included in the study report.

These deviations result in a supplemental classification.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality

statements were provided.
A. MATERIALS:
1. Test material _ Chlorophacinone technical
Description: Pale yellow powder
Lot No./Batch No. : 520701
Purity: 99.4%
Stability of compound
under test conditions: ~ Sub-samples (three) from each prepared dosing stock solution (at 0, 0.253,

0.6867, 1.127, 1.5600, and 2 mg ai/mL) were collected and analyzed.
Recoveries averaged 0.000 + 0.000, 0.254 + 0.009, 0.757 £0.087, 1.21 +
0.05,1.71 £ 0.13, and 2.12 + 0.06 mg ai/mL, respectively, ranging from
100-110% of nominal.
(OPPTS guidance does not address analysis of the dosing solutions.)
Storage conditions of
test chemicals: Not reported

Physicochemical properties of Chlorophacinone.

Parameter Values Comments

Page 3 of 14
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Data Evaluation Report on the Acuti “ral Toxicity of ¢ lorophacinone to Blzllck-tzfiled
Prairie Dogs (Cynomys ludovicianus)

PMRA Submission Number {......} EPA MRID Number 473336-01
Parameter V ies Comments
Water solubility at 20°C Negtigible
Vapor pressure N ' reported
UV absorption N reported
pKa N.. reported
Kow » Not reported

(OECD recommends water solubility, sta 'y in water and light, pKa, Pow, and vapor pressure of test compound)

2. Test Organism:
Species (common and scientific nan  : Black-tailed prairie dog (Cyromys ludovicianus)
Age at study initiation: >1 year

Weight at study initiation (mean an  ange): Group means of 876.50 to 991.00 g (combined sexes;
individual body weight data not reported)

Source: Wild-captured near Kersey, CO and Boulder County, CO
B. STUDY DESIGN:

1. Experimental Conditions
a. Range-finding study: A 21-de¢  ange-finding study was conducted from July 3-24, 2007 with two
prairie dogs (one per sex) pe: ‘:vel at target dosages of 0.25, 0.5, 1, 2, and 4 mgkg bw.
Chlorophacinone concentrations  the propylene glycol gavage solutions were within 10% of the
stated concentration. No mortali_, >ccurred in the 0.25 mg/kg bw group, 50% mortality occurred in
the 1 mg/kg bw group, and 100  mortality occurred in the 0.5, 2, and 4 mg/kg bw groups. The
registrant-estimated LDs, was 0. 12/kg bw.
b. Definitive study

Table 1: Experimental Parameters

Parameter Details Remarks

Criteria

Page 4 of 14
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Data Evalﬁatioﬂ Report on the Acute Oral Toxicity of Chlorophacinone to Black-tailed
Prairie Dogs (Cynomys ludovicianus)

PMRA Submission Number {......}

EPA MRID Number 473336-01

Parameter

Details

Criteria

Acclimation
Period:

Conditions: (same as test or not)

Feeding:

Health: (any mortality observed)

14 days

Prior to testing, the prairie dogs were

_ | housed outdoors, wh=== they were

subject to ambient Lz and
reratures. During testing, they

were housed indoors under

controlled lighting and temperature.

Loose grass hay, timothy hay cubes,
apples, and carrots were provided

| for feed throughout the test.

Not reported

Only non-nursing females and
animals >600 g were used for
testing.

Animals were dusted with a
pyrethrin-based flea powder upon
arrival at the National Wildlife
Research Center and at the end of
the quarantine period.

Pen size and construction materials

2’ x 2’ x 3’ stainless »..el cages

"| A water bowl and a length of PVC

pipe (as a hide) was provided for
each animal.

Test duration

21 days

Dose preparation

Dispersed in propylene glycol;
concentrations were confirmed using
HPLC

Page 5 of 14
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Data Evaluation Report on the Acute I'ral Toxicity of Chlorophacinone to Black—ta{iled
Prairie Dogs (Cynomys ludovicianus)

PMRA Submission Number {......}

EPA MRID Number 473336-01

Parameter Details Remarks
Criteria
Mode of dose administration Gavag
Dose levels Dosing volumes were approximately
target (in terms of bw): 0 (vehi control), 0.25, 0.6875, 1 mL (adjusted for bw) and the body
1.125, 625, and 2 mg ai’kg bw weight of the prairie dogs was
approximately 1 kg, so that the
Nominal (dosing solutions): 0 (vehi control), 0.253, 0.6007, concentrations of ai in the dosing
1.127, 500, and 2.0 mg ai/mL solutions and the amount
dosing  ution administered in terms of bw were
essentially identical.
Measured (dosing solutions) <0.003 <LOD, control), 0.254, :
0.757, 1,1.71, and 2.12 mg ai/mL
dosing ‘ution
Solvent/vehicle, if used
type: Propyl:  glycol
amount/bw: I mL/k w (approx. 0.1% of bw)
Number of birds per
groups/treatment
for negative control: N/A
for solvent/vehicle control: 10(5p s:ex)
for treated: 10(5p sex)
No. of feed withholding days before
dosing >17 ho
Test conditions Animals were equally divided
Temperature: 60-70° between two test rooms.
Relative humidity: Ambie;
Photoperiod: 12 how ight/12 hours dark
Reference chemical, if used
name: Nonete :d
concentrations tested:
Page 6 of 14
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Data Evaluation Report on the Acute Oral Toxicity of Chlorophacinone to Black-tailed

Prairie Dogs (Cynomys ludovicianus)

PMRA Submission Number {......}

EPA MRID Number 473336-01

2. Observations:

Table 2: Observations

Criteria

Details

Criteria

Parameters measured
(mortality/individual body weight at test
initiation and termination/ mean feed
consumption/ others)

Mortality

Clinical signs of toxicity
Food consumption
Body weight

Indicate if the test material was
regurgitated

None indicated

Groups on which necropsies were
performed

None

Observation intervals

Animals were observed
immediately after gavage
for signs of regurgitation or
aspiration, and 2 to 3 times
daily thereafter for signs of
toxicity. Body weights
were measured on days 0, 7,
14, and 22. A*~-~~e food
consumption (appics and
carrots only) was
determined daily, and
reported for days 1-7, 8-14,
and 15-22.

Were raw data included?

No, summarized data tables
were provided.

Page 7 of 14
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Data Evaluation Report on the Ac ral Toxicity of Chlorophacinone to Black-tailed

Prairie Dogs (Cynomys ludoviciani

PMRA Submission Number {......} EPA MRID Number 473336-01

C. REPORTED STATISTICS:

Food consumption was standardized by
animal’s body weight. Animal body w
groups if they were alive on the date of
the data for that day. Standardized fo
model (PROC MIXED, SAS Institute
1998).

Probit analysis was used to determine
limits. Data were analyzed using ra
calculations on the target concentration,

Clinical signs of toxicity were assigned
pain or distress. Data was split into &
each group were pooled across the enti
parameter.

D. VERIFICATION OF STATISTIC

Statistical Method: The reviewer verifi
The reviewer based toxicity calculation:
expressed in terms of body weight beca

The NOAEC could be visually verified,
body weight or food consumption. NO,
methods in study report.

LDso: 1.94 mg ai’kg bw

Probit slope: 3.45

NOAEL (visually based on mortality):
Endpoint(s) Affected: mortality and cli

E. STUDY DEFICIENCIES:

1. Age of the test organisms was
2. Pre-test health (including mort
3. Raw data (on an individual ani

to mortality, and behavior werk
4. Environmental conditions duri
5. Gross necropsies were not coni

F. REVIEWER’S COMMENTS:

The reviewer’s conclusions agreed wi
results in terms of the measured dosiny
chlorophacinone concentrations were
reported in tt  Executive Summary and

It was report  that prairie dogs tended
assessment o :onsumption impossible.

ng the grams of food consumed for each animal each day by that
were only included for analysis of differences in weights among
ng. Animals found dead on the day of weighing were included in
ghts and weekly body weights were analyzed as a mixed effects
Means separations were carried out using PDMIX800 (Saxton,

Dso (PROC PROBIT, SAS Institute) and associated confidence
i and the natural log of dose. The study author based these

eric scale of severity, with highe umbers associated with greater
ps: animals that survived and wmose that died. Observations in
y period, and frequencies were determined for each level of each

ISULTS:

LDsp using the probit method via Toxanal statistical software.
: measured dosing solution concentrations, which could be
dosing volume was 1 mL/kg bw.

on mortality data. Individual animal data were not provided for
r clinical signs could not be determined based on data reporting

5% C.I.: 1.46-5.77 mg ai’kg bw
5% C.1.: 0.80-6.1

ng ai/kg bw

gns of toxicity

vided.

f the test population was not provided.

sis) including weight, food consumption, sublethal effects, time
ovided.

imation were different then environmental conditions under test.
on test animals.

study author’s, with the exception that the reviewer expressed
:ntrations. The study authors used target conce -ations because
10% of the stated concentrations. The reviewer’s results are
1sions sections.

w loose hay out of their cages onto the floor man.ng an accurate
lition, the amount of hay weighed back in some cages was more
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EPA believes that the agree! upon mitigation measures will be instrumental in achieving successful
formal Section 7 consultation and result in valuable protections for listed species that co-occur within

the 10 state area where Rozol can be used to control black-tailed prairie dogs.

Enclosure

CALLIVY UL A WOLIVANAL A 2V Sl MLLy

cc: Donald Brady
. ___ta Pease
Meredith Laws
Lois Rossi
Michael Thabault
Nancy Golden
Sarena Selbo
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Data Evaluation Repoma toxicity effects of chlorophaci.EP on a species of

burying beetle, Nicrophorus orbicollis

EPA MRID Number 473830-01

Description: Phase I: Chlorophacinone pellets
Phase II: not reported

Lot No./Batch No.: Phase I; 19406
Phase II: 058061

Stability of Compound
Under Test Conditions: Phase I: No information was provided on the stability of the
compound under the test conditions.

Phase II: No information was provided on how many batches of
ground beef were prepared, how frequently adults were fed, storage method or duration
of storage of dosed ground beef until being fed to beetles, and no analytical analysis was
conducted to confirm the concentration or stability of the active ingredient in the ground
beef.

Storage conditions of

Test chemicals: Certificates of analysis on the test substances were provided which
document their purity at the time of analysis. However, a significant amount of time
likely passed between when they were used in this study and these analyses, but no
information was provided in the study report to document how these test materials were
stored to ensure the stability and integrity of this purity prior to use. The certificate of
analysis for the test material used in Phase I was over a year old by the time the
certificate of analysis for the test material used in Phase II was conducted. It is unclear
when the study was performed and therefore the test materials for Phase I and Phase 11
could have been stored for several months before the study was conducted.

2. Test Organism:

Species: burying beetle, Nicrophorus orbicollis which is a species related to the
American burying beetle (Nicrophorus americanus).

Age at test initiation: Phase I: field collected adults were used. All field collected
beetles were held in captivity for a period of three weeks prior to their use in
this trial to ensure minimum reproductive maturity. However, the specific age
and maturity of ovaries and any prior mating history is unknown. Variability
among beetles in these factors may result in variability in reproductive success
(Creighton 2005).

Phase II: Adults were used, but no information was provided
regarding their specific adult age, closeness in age, or reproductive history.

Length: No information was provided on the range in lengths or mean length of the
adults used in either phase of the study. Studies with burying beetles species
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Data Evaluation Repome toxicity effects of chlorophaci‘;P on a species of

burying beetle, Nicrophorus orbicollis

EPA MRID Number 473830-01

construction materials of the containers, and depth of soil in the containers were not specified
in the study.

f. No. of replicates: Phase I: 20 replicates each for treatment and control.

Phase II: In the first part of the second phase of the study, there
were 64 replicates each for the treatment and control. In the second part of the second phase
of the study, there were 10 replicates each for the treatment and control.

g. Test conditions (temperature, light, moisture, etc.): No information was provided in the
study describing the air and soil temperature, light conditions, humidity or soil moisture.

h. Observations: The study stated that treatment beetles were closely observed for aberrant
behavior during burial and brooding. However, no observation results or description were
provided in the study.

i. Were raw data included? No, raw data sheets were not provided. Summarized results
for replicates were provided in Excel spreadsheets but without raw data sheets these could

not be independently verified.

II. REPORTED RESULTS AND STATISTICS:

A summary of the measured and calculated response variables from Phase I, Phase II-Part 1, and
Phase II-Part 2 are provided in Tables 1, 2, and 3 respectively. The Excel spreadsheet with
replicate responses had statistical results for the Phase I conducted using a paired t-test and the
assumption of equal variance. The study design is an unpaired design not paired, and the
assumption of equal variance is not appropriate for several of the variables, therefore the
statistical findings in Table 1 are based on the reviewer’s reanalysis conducted under verification
of statistical results. Additionally, a transformation of data was conducted (Log [No. of beetles]
+ 1) rather than (Log [No. of beetles +1]), in Phase I and Phase II-Part 2 and was not included in
this review, as this analysis was not needed.

Based on the change in the statistical methods for Phase I, the findings differed for some
measures as compared to the report. The following discussion of the findings for Phase I are
based on the reviewer’s reanalysis of the results. Significantly fewer beetles emerged from the
chlorophacinone rat carcasses than the control carcasses. Total biomass, which is not
independent of brood size, was also significantly reduced on chlorophacinone-dosed carcasses;
however, growth of individuals as represented by average beetle weight (total biomass adjusted
for brood size) was not significantly different. Additionally, no effect was observed on the male-
female ratio (absolute male and female numbers were not evaluated because the results are not
expected to be independent from the impact to reduced number of emerged beetles).

A statistical analysis was not conducted for Phase II-Part 1 as adult beetle mortality in the
chlorophacinone treatment was equal to or lower than in control beetles overall, and for females.
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Data Evaluation Repo.ne toxicity effects of chlorophac.‘ EP on a species of

burying beetle, Nicrophorus orbicollis

EPA MRID Number 473830-01

the first which used rat carcasses, may be due to either the age of the beetles and/or the use of a
different type/condition of carcass.

D. VERIFICATION OF STATISTICAL RESULTS: The Excel spreadsheet with replicate
response results for Phase I had statistical results based on using a paired t-test and the
assumption of equal variance. The study design is not a paired design (i.e., a given male-female
replicate pair was not tested on both a control carcass and a chlorophacinone carcass), and the
assumption of equal variance is not appropriate for several of the variables. Therefore the
reviewer reanalyzed the Phase I results using one-sided nonpaired t-tests and the assumption of
unequal variance for all analyses except the male/female ratio where the concern was for
detecting an increase or decrease as compared to the control. Statistical analysis is provided in
Appendix I of this DER. The reviewer agreed that a statistical analysis was not needed for
determining if there was increased mortality during Phase II-Part 1 as mortality was lower in the
chlorophacinone treatment than controls and that no statistical analysis was needed for Phase II-
Part 2 as mean responses in the chlorophacinone group were equal to or better than the control.

There was some discussion in the study report that the number of emerged beetles in the
chlorophacinone treated rat carcasses may be attributable to the significant lower rat carcass
weights of the chlorophacinone group (mean carcass size = 89.65 grams) as compared to the
control group (mean carcass size = 102.80 grams). While an examination of the literature
showed a relationship of carcass weight with number of emerged beetles for N. orbicollis, this
was in the range of between about 7 to 30 gram carcass weights (Trumbo and Fernandez 1995).
The number of emerged beetles in the control rats was comparable to the findings in other
studies for carcass weights around 30 grams (Trumbo and Fernandez 1995). Therefore, effects
caused by carcass size are not expected in this study.

E. STUDY DEFICIENCIES: The study lacks critical test protocol information. In addition,
raw data sheets were not provided. Summarized results for replicates were provided in Excel
spreadsheets but without raw data sheets these could not be independently verified. An
independent statistical analysis conducted using these results found study conclusions that
differed in part from those in the study report. Furthermore, the study, which was conducted at a
university laboratory, was not conducted under 40 CFR Part 160 Good Laboratory Practices
(GLP). Finally, no analysis was made of chlorophacinone residue levels in rat carcasses.

F. REVIEWER’S COMMENTS: This study is classified as Supplemental/Non-guideline. It
can be used semi-quantitatively and provides useful information regarding effects of
chlorophacinone on non-target insects.

G. CONCLUSIONS: EFED concludes that the study provides useful information regarding
effects of chlorophacinone on non-target insects. The lack of effects on beetle production when
adults are exposed to chlorophacinone but their larvae are not and reduced number of emerged
beetles when larvae are exposed to chlorophacinone but adults are not until brooding of young
indicate that larvae are more sensitive to chlorophacinone than adults. Other than larval survival,
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. Data Evaluation Repome toxicity effects of chlorophacn" EP on a species of

burying beetle, Nicrophorus orbicollis

EPA MRID Number 473830-01

Appendix I. Results of Independent Verification of Statistical Results for Phase I of Study

Rat Carcass weight, nonpaired t-test, assume unequal variance:

control chlorophacinone
Mean 102.8 89.65
Variance 30.800 53.6079
Observations 20 20
Hypothesized Mean Difference 0
df 35
t Stat 6.401
P(T<=t) one-tail 1.1E-07
t Critical one-tail 1.690

Chlorophacinone rat carcasses are significantly (P<0.001) smaller than control carcasses.

Number of Emerged Beetles, nonpaired t-test, assume unequal variance:

control  chlorophacinone
Mean 225 12.75
Variance 152.053 91.4605
Observations 20 20
Hypothesized Mean Difference 0
df 36
t Stat 2.794
P(T<=t) one-tail 0.0041
t Critical one-tail 1.688

Chlorophacinone rat carcasses have significantly (P<0.01) fewer emerged beetles than control carcasses.

No. beetles/gram carcass wt., nonpaired t-test, assume unequal variance:

control chlorophacinone
Mean 0.21 0.14
Variance 0.0130 0.0108
Observations 20 20
Hypothesized Mean Difference 0
df 38
t Stat 2.064
P(T<=t) one-tail 0.023
t Critical one-tail 1.686

Chlorophacinone rat carcasses have significantly (P=0.02) fewer emerged beetles per gram of carcass wt
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- Data Evaluation Repo&e toxicity effects of chlorophacn& EP on a species of

burying beetle, Nicrophorus orbicollis

EPA MRID Number 473830-01

Male/Female Ratio, nonpaired t-test, assume unequal variance:

control chlorophacinone
Mean 1.0 1.4
Variance 0.243 0.989
Observations 19 18
Hypothesized Mean Difference 0
df 25
t Stat -1.475
P(T<=t) one-tail 0.076
t Critical one-tail 1.708
P(T<=t) two-tait 0.1583
t Critical two-tail 2.060

Male/Female ratio in chlorophacinone rat carcasses was not significantly different from (P=0.15) the controls
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5 Sy, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

[ Q)
%7‘“ m‘j OFFICE OF

PREVENTION, PESTICIDES

AND TOXIC SUBSTANCES

Mr. Thomas Schmit ‘ ,Df((')’(‘éh +H# ¥39 928 SEP 10 200
Liphatech, Inc. -
3600 West Elm Street 306 .98 23289
Milwaukee, WI 53209 5 876962

1/s%
Dear Mr. Schmit:
Subject: Labeling Amendment; Revised Directions for Use

Rozo] Prairie Dog Bait
EPA Registration No. 7173-286
Label submitted via E-mail on August 20, 2010

The proposed labeling referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act, is acceptable. A stamped copy is enclosed for your
records. Please submit one copy of your final printed labeling before you release the product for
shipment. ‘

EPA notes that a June 5, 2009 petition has been filed by the World Wildlife Fund, raising
questions about whether Rozol meets the standard for registration under FIFRA. The Agency is
currently reviewing the questions raised in the petition. EPA is approving this amendment request
because the Agency finds that, when compared to the terms of the existing Rozol registration, the
amended registration poses less or the same risk to health and the environment and thus, when compared
to the existing registration, the amended registration will not result in unreasonable adverse effects on
the environment. EPA’s grant of this amendment request does not mean that the Agency has resolved
the issues raised in the petition or that the amended registration has been found to fully comply with all
the requirements of FIFRA. The Agency is continuing to consider the issues raised in the petition, and
will as part of that process determine whether the Rozol registration as amended fully complies with
FIFRA, or whether additional changes to the terms and conditions of registration (or cancellation of the
registration) are appropriate. Approval of this label amendment does not affect any of the modified
conditions of registration listed in EPA’s October 29, 2009 letter to you. Any unfilled conditions of
registration listed in the letter are still applicable.

Sincerely yours,

Insecticide-Rodenticide Branch
Registration Division (7505P)
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To: Thomas Schmit
Cc: Hebert.John@epamail.epa.gov; Rossi.Lois@epamail.epa.gov; Carl Tanner
Subject: RE: proposed amendment to Rozol Prairie Dog Bait label

Tom - I've looked at the label. Why wouldn't you simply off-label the

19 counties, ie."Do Not Use in Logan County, Kansas; Colfax County, New
Mexico...etc.

The proposed text has unenforceable language ("sites bordering these
counties" is undefined). The reference to "re-introduction" of the
black footed ferret clutters the paragraph. Simply saying "don't use
in..." is much cleaner.

Please note that the Black footed ferret is not necessarily the only
listed species that could be affected by the use of Rozol. O0Off-labeling
these counties may not alleviate all concerns.

- Meredith
From: "Thomas Schmit" <SchmitT@liphatech.com>
To: Meredith Laws/DC/USEPA/US@EPA
Cc: Lois Rossi/DC/USEPA/""®@EPA, John F--=2rt/DC/USEPA/US@EPA,

"Carl Tanner" <TannerC@liphatech.cuus>

Date: 06/16/2010 12:08 PM

Subject: RE: proposed amendment to Rozol Prairie Dog Bait label

Hello Meredith -

After further discussions, we believe that additional mitigation
measures are needed on our label for Rozol Prairie Dog Bait

(EPA Reg. No. 7173-286). I have attached a draft label so that
you can clearly see the mitigation language that we would propose
(printed in red text on the attached label).

We do NOT propose any changes concerning application method;

all four proposed changes are clearly mitigation measures:

- Left panel, under Endangered Species Considerations: Adds
specific site information and buffer requirements for protection
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of black-footed ferrets.

- Right panel, under "Treatment period": This changes the language
of the currently-approved label "or before spring green-up of
prairie grasses, whichever occurs later,” to impose a firm,
enforceable date for the end of the treatment season.

- Right panel, under "Follow-up": This change requires much
more frequent carcass searches (every other day) on the treated
area, replacing the currently-approved label language requiring
only 2 carcass searches following application.

- Right panel, also under "Follow-up": This change is needed to
allow for proper carcass disposal in northern states where
frozen ground prevents users from complying with the
currently-approved label's requi~~=-~= t to bury carcasses.

Tt _agh our contacts with Lois Rossi, we have been told
that EPA may already have language for black-footed ferrets.
If so, please provide us with that required language.

I will be calling you soon to review this.
Thank you for your consideration!

Tom Schmit
Liphatech, Inc.

----- Original Message-----

From: Laws.Meredith@epamail.epa.gov
[mailto:Laws.Meredith@epamail.epa.gov]

Sent: Friday, June 11, 2010 3:22 PM

To: Thomas Schmit

Cc: Rossi.Lois@epamail.epa.gov; Hebert.John@epamail.epa.gov
Subject: proposed amendment

Tom:

It is my understanding that there is some confusion about whether we

would act on a fast track amendment for Rozol. As you and I discussed
last Thursday, if LiphaTech submits an amendment that prohibits use in
counties where the Black Footed Ferret is present - and no other label
changes are included in that amendment - we would expect to be able to

act on it within the 90-day fast track review time.

- Meredith

Meredith Laws, Chief
Insecticide-Rodenticide Branch
Registration Division

Office of Pesticide Programs
(703) 308-7038
http://www.epa.gov/pesticides

[attachment "7173-286 (061610) draft.pdf" deleted by Meredith
Laws/DC/USEPA/US]
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.@\“ED ST"Q,_ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g’ 3 WASHINGTON, D.C. 20460

ANV 74

- <

’%\

4'}“L pROTEY
June 24, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

THOMAS SCHMIT
LIPHATECH, INC.

3600 W. ELM STREET
MILWAUKEE, WI 53209

PRODUCT NAME: ROZOL PRAIRIE DOG BAIT
COMPANY NAME: LIPHATECH, INC.

OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 7173-286

EPA RECEIPT DATE: 06/22/10

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team
7, at (703) 308-6249.

Sincerely,

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division
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Mr. Kable Davis
June 21, 2010
Page 2 of 2

2. Right panel, under "Treatment period": This changes the language of the currently-
approved label "or before spring green-up of prairie grasses, whichever occurs later,” to
impose a firm, enforceable date for the end of the treatment se~~2n.

3. Right panel, under "Follow-up": This change 1equires more frequent carcass searches
(every other day) on the treated area, replacing the currently-approved label language that
requires only 2 carcass searches following application.

4. Right panel, also under "Follow-up": This change is needed to allow for proper carcass
disposal in northern states where frozen ground prevents users from complying with the
currently-approved label's requirement to bury carcasses.

Both Meredith Laws and Lois Rossi are aware of this amendment submission, and

may have additional information for you. Thank you for your attention to this matter. Please
contact me directly if there is any problem or question concerning this submission.

Thomas Schmit
Manager of Regulatory Affairs
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Modified
Conditions-
continued

Non-
Compliance

Acceptance of
Conditions

Additional
Reviews

Public
Comment

A. within 30 days of this letter, submits requests for voluntary
cancellation of all SLN registrations for prairie dog uses to the
affected states and to EPA;

B. within 90 Days of this letter, commits to conduct an Avian
Reproduction Study pursuant to guideline 850.2300 within three
(3) years of this letter;

C. within three (3) vears of this letter, submits an appropriate Avian
Reproduction Study;

D. submits a revised Confidential Statement of Formula (CSF) for
this product, completely filled out, including all the ingredients;
and

E. submits one (1) copy of final printed labeling, with the changes
specified in our original May 13, 2009, Notice of Registration.

Within 90 days of this letter, if you do not intend to meet the above
conditions for continued registration, we ask that you submit a request for
voluntary cancellation of both this product and all your Special Local
Need (SLN) registrations for prairie dog uses.

If these conditions are not complied with, the registration will be subject
to cancellation in accordance with FIFRA section 6.

Your release for shipment of the product constitutes acceptance of these
modified conditions.

EPA has completed additional reviews of two studies supporting this
registration.

We enclose a review of the Hazard Component of your Field Study
(MRID No. 473336-02), which concluded that “This study is classified
as invalid for addressing the secondary exposure data gap.”

We also enclose a review of a study (MRID No. 473336-03) on
chlorophacinone residues in prairie whole body and liver tissues, which
was classified as “supplemental.”

In response to the World Wildlife Fund’s petition to suspend this
registration and to cancel certain application sites, the Agency published
a Notice in the Federal Register on October 7, 2009, requesting public
comment for a period of 30 days on this petition, which the Agency
expects to extend for an additional 31 days, until December 7, 2009.
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Responses Request #1:

Attached is a copy of our review of the study (MRID No. 473232-01)
submitted to fulfill the Avian Reproduction Study requirement for
chlorophacinone.

Request #2:

EPA received a copy of this study (MRID No. 467991-01) but did not
review it independently because the European Union had previously
reviewed this study. We have no Data Evaluation Record (DER) for this
study. However, we have a copy of a summary and detailed review that
the EU conducted on this study and that the Agency received as part of
the registration materials to support the registration of difenacoum. If
you do not already have a copy of this review, you may request one from
EPA.

Request #3:

As indicated in the enclosed review of October 2, 2009, LiphaTech has
not satisfied the conditions of registration that LiphaTech commit to
conduct, and submit, an Avian Reproduction Study.

The review recommends that “For further consideration of this new use
registration of Rozol, acceptable avian reproduction studies on two
species must be submitted in accordance with registration timelines.”
Such a recommendation is consistent with the Agency’s most recent
guidelines published in the Code of Federal Regulations (40 CFR
158.630), copy enclosed.

Furthermore, as of the date of this letter, EPA has not received a request
for voluntary cancellation of all SLN registrations of this product.
Submission of such requests is a condition of EPA Reg. No. 7173-286, as
stated in EPA’s May 13, 2009 Notice.

For the reasons stated above, LiphaTech has not satisfied the conditions
of registration as stated in the Notice of Registration for Rozol Prairie
Dog Bait, EPA Reg. No. 7173-286, dated May 13, 2009.

Modified As a result of these new reviews, we believe modification of the terms
Conditions and conditions of registration are necessary as follows:

This product may continue to be conditionally registered in accordance
with FIFRA section 3(c)(7)(A) provided that LiphaTech:
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Rodenticide: Chlorophacinone (067707)

Study Sponsor: Liphatech, Inc.
' 3600 W. Elm Street
Milwaukee, WI 53209

Performing Laboratory:  US Department of Agriculture
National Wildlife Research Center
4101 LaPorte Avenue
Fort Collins, CO 80521

Reviewer: Andrew Shelby, Physical Scientist, ERB2/EFED

Study Classification:

- Chlorophacinone (067707): Secondary exposure review of “Determination of Chlorophachinone
Residues in Prairie Dog Whole Body and Liver Tissues”

Summary:

This study determines the liver and whole body chlorophacinone residues for prairie dog
carcasses collected from “Field Efficacy and Hazards of Rozol Bait for Controlling Black-Tailed
Prairie Dogs (Cynomys ludovicianus)” (MRID 47333602) and an additional study involving
chlorophacinone applications. Laboratory quality control methods in detection of the chemical
proved effective but the handling of samples is not discussed and chemical degradation may have
occurred as a result. Degradation is suspected because two sets of prairie dog carcasses
analyzed, both fed Rozol Bait to mortality, had significantly different chlorophacinone residue
levels. The analysis with higher residue concentrations (Table 1) consisted of samples all
collected within a three day period. Samples collected for the second analysis (Table 2) were
collected over a span of five months. This discrepancy in cellection periods could account for
differences in the handling of specimens and differences in degradation. Though this may be the
cause, the reason for the discrepancy cannot be determined as handling methods are not

described.

Table 1: Whole Body and Liver residue analysis for chlorophacinone for prairie dogs fed Rozol
to mortality. These carcasses are from a study unassociated with MRID# 473336-02.

Whole Body Average Liver Average Corrected
Sample Description NWRC ID Corrected Conc. (ppm) | Conc. (ppm)
Found Dead East ' "
Pasture 3/30/06 S060503-6 1.72 3.62
Chlorophacinone '
Treated 3/1-4/06 Bert
#1 $060405-14 1.22 3.28
Chlorophacinone -
Treated 3/1-4/06 Bert
#2 S060405-15 1.73 4.28
Chlorophacinone ' :
Treated 3/1-4/06 Bert $060405-16 2.24 6.66
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RESULTS
Population change: Burrow activity declined dramatically in all colonies treated with Rozol.

Burrow activity dropped 95% when comparing activity before versus after treatment and a
reduction of 84% when comparing untreated versus treated colonies. No observed differences in -
efficacy were found across the three treatment periods (Fall, Early Winter, and Late Winter) at

alpha = 0.05.

Visual counts of prairie dogs declined dramatically in all colonies treated with Rozol. An
observed reduction in counts of 94% was found when comparing counts before versus after
treatment and a reduction of 96% when comparing untreated versus treated colonies. No effects
of environmental conditions on visual counts of prairie dogs were found.

Carcass Availability: During the entire study, only 10 carcasses were found aboveground (9

black-tailed prairie dogs and 1 cottontail) in 5 of the 10 treated colonies. One carcass was found
in each of 2 colonies, 2 carcasses were found in 1 colony and 3 carcasses were found in each of 2
colonies. All carcasses were found within the treated areas of the colonies. Carcasses were only
found 10 to 25 days (mean = 15.2) after application and most carcasses were found on day 12 of
the study. Also observed were 5 impaired prairie dogs in 2 treated colonies at least 10 days after

application-

Transects were estimated to search for carcasses with an effective observational width of 200
feet with length ranging from 450 to 2100 feet. The total area is searched every other day for up
to 25 days was 143.7 acres. Therefore, the density of carcasses observed above ground due to
Rozol intoxication was 0.07 per acre or 1 carcass per 14 acres.

Reviewer’s Comments:

The study was designed primarily to determine field efficacy of Rozol Prairie Dog Bait to fulfill
product performance data requirements (40 CFR §158.640). Secondary emphasis was placed on
determining hazards of bait application to non-target granivores and carcass availability to
predators and scavengers. Carcass collection is inappropriate for evaluating secondary exposure
hazard because it artificially reduces opportunity for secondary exposure. Rather, it is necessary
to monitor carcasses. Carcass monitoring maximizes hazard by allowing predators and
scavengers opportunity to feed on poisoned carcasses. This strategy also allows the investigator
to determine what type of animal scavenged the carcass. Carcass monitoring can only be carried
out effectively with frequent carcass searches. Diurnal and nocturnal predators and scavengers
will scavenge carcasses very quickly after they are available. The investigators in this study
performed carcass searches and removal every 48 hours when evidence suggests that 12 hour
carcass monitoring intervals are more appropriate to account for rapid feeding on carcasses.
Though more frequent searches would allow investigators to find more carcasses, many poisoned
carcasses would still go unfound. To address this, a carcass search efficiency test should be
implemented. Finally, carcass search areas should be large enough to account for non-target
animal ranges that are at risk of exposure as determined by the pretreatment non-target animal
census. Between too infrequent carcass searches, lacking a carcass search efficiency test and
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Study Sites and Treatments: .
The study was conducted in three different areas. Treated sites ranged in size from 2.1 acres to

41.5 acres.

>

Trial 1 was located in areas of Barton and Safford Counties near the community of Great Bend,
Kansas. The elevation at the control site was approximately 1820 feet above sea level, with the
soils described as the Kisiwa loam, fairly flooded. Elevation at the Salle test site is
approximately 2024 feet and the soil is described as Naron fine loam with 1-3% slopes. The
elevation at the Hogan site is 2012 feet and soils are Pratt-Carwile complex with 0-5% slope.

Trial 2 had the control site and two test sites located in Rawlins County, Kansas near the
community of Atwood, Kansas. The elevation at the Ryan Cemetery is approximately 3045 feet,
the elevation at Ryan SE is approximately 3009 feet and at Ryan Control is 3015 feet. Soils at
Ryan SE and Ryan Control are described as Colby silt loam with 10-15% slopes. The other two
test sites for Trial 2 were located in the edge of Nebraska in Hitchcock County south of Trenton,
Nebraska. The site labeled NE East Lashley is about 3045 feet above sea level with Colby silt
loam soils with 9-30% slopes. The NE West Faiman site-is about 2966 feet in elevation and the
soils are Colby silt loam with 9-30% slopes.

Trial 3 had the control site and all four test sites located near Benkleman, Nebraska. Wiese East
is approximately 3060 feet in elevation and has soils described as Sulco loam with slopes 3-6%.
Weise West is 3176 feet in elevation and soils are Sulco loam with slopes of 9-30%. The Sowers
site is about 3300 feet in elevation with soils described as Colby silt loam with 5-15% slopes.
The control site is 3269 feet in elevation with soils described as Valent sand, rolling.

Each plot encompassed a prairie dog colony that contained at least 20 individual animals. To
prevent immigration of prairie dogs from outside the treated plot during the trial, the plots
selected were physically separated from areas occupied by prairie dogs near roadways, other
natural or artificial barriers, or large areas of land not occupied by prairie dogs.

All sites were native rangeland with primarily short grass species and had been grazed by cattle
prior to the trial.

Methods:

Efficacy determination:
Census of study plots: A “Visual Count Index” was the direct census method used to estimate

prairie dog populations. A “Plugged Burrow Index” was used as a confirmatory (indirect)
census method. Both census methods were used before and after the baiting application period,
with the Visual Count Index taken before the Plugged Burrow Index, on both the treated plot and
the control plot. The pre-treatment census was taken no more than 4 days prior to application of
the bait. If inclement weather conditions disrupted normal activity of the prairie dogs, the post-
treatment census will be taken as soon as weather conditions stabilized.

The census of the control plot was made within 24 hours before or after the corresponding census
was taken on the treated plot.
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N SOREX LIMITED
. c * . St. Michael's industrial Estate,

Widnas, Chashire WASB 8T), UK.

Telephone: +44 (0) 151-420 7151
SORE Facsimile: +44 (0) 151-485 1163
Web sits: www.sorex.com

. 16" September 2008

TO WHOM IT MAY CONCERN

We, Sorex Limited of St Michaels Industrial Estate, Widnes, Cheshire WA8 8TJ,
United Kingdom, as owners of the following study:

Linder, T (2006). Avian reproduction study with difenacoum in the
Japanese Quail (Coturnix coturnix japonica). Genesis Laboratories Inc.
Report Number 04012. GLP, unpublished;

Polyakova, L (2007). Storage Stability of Difenacoum Residues in
Japanese Quail (Coturnix coturnix japonica) tissue Samples. Genesis
Laboratories Inc. Report Number 05037. GLP, unpublished;

Polyakova, L (2008). The Residue Analysis of Japanese Quail (Coturnix
coturnix japonica) Tissues Collected from the Avian Reproduction Test
GL Study Number 04012. Genesis Laboratories Inc. Report Number
06008. GLP, unpublished.

hereby provide access to the studies by Liphatech S.A.S. LIPHATECH S.A.S. of
Bonnel BP3, 47480 Pond du Casse, FRANCE.

This access is irrevocable and perpetual.

Roger $harples
—— " Requlatory Affairs Manager - ' o

fagmensd i frgind Mo, 490758

| 575




314



315



Pages 316-334 *Access to FIFRA health and safety data is restricted under FIFRA section 10(g)*



335



336



337



338



' O ®
'—"3 L‘C Pw\?la\fl\b/
0= 7-2009

[EPA-HQ-OPP-2009-0684; FRL-8436—1] ‘n Federal [egis

ENVIRONMENTAL PROTECTION AGENCY

Receipt of Petition Requesting EPA to Suspend the Registration of
Rozol Prairie Dog Bait and Cancel Certain Application Sites; Opening
of Comment Period

AGENCY: Environmental Protection Agency (EPA).

ACTION: Notice.

SUMMARY: EPA is publishing for public comment a June 5, 2009 petition
from World Wildlife Fund (WWF) available in docket number EPA—
HQ-OPP-2009-0684, requesting that the Agency suspend the
registration of the chlorophacinone product, Rozol Prairie Dog Bait
(EPA Reg. No. 7173-286), and cancel certain application sites for the
product.

DATES: Comments must be received on or before [insert date 30 days
after date of publication in the Federal Register].

ADDRESSES: Submit your comments, identified by docket identification
(ID) number EPA-HQ-OPP-2009-0684, by one of the following
methods:

e Federal eRulemaking Portal: http://www.regulations.gov. Follow
the on-line instructions for submitting comments.

e Mail: Office of Pesticide Programs (OPP) Regulatory Public Docket
(7502P), Environmental Protection Agency, 1200 Pennsylvania Ave.,
NW., Washington, DC 20460—-0001.

e Delivery: OPP Regulatory Public Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One Potomac Yard (South Bldg.), 2777
S. Crystal Dr., Arlington, VA. Deliveries are only accepted during the
Docket Facility’s normal hours of operation (8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal holidays). Special
arrangements should be made for deliveries of boxed information. The
Docket Facility telephone number is (703) 305-5805.

Instructions: Direct your comments to docket ID number EPA-HQ-
OPP-2009-0684. EPA’s policy is that all comments received will be
included in the docket without change and may be made available on-
line at http://www.regulations.gov, including any personal information
provided, unless the comment includes information claimed to be
Confidential Business Information (CBI) or other information whose
disclosure is restricted by statute. Do not submit information that you
consider to be CBI or otherwise protected through regulations.gov or
e-mail. The regulations.gov website is an ‘““anonymous access” system,
which means EPA will not know your identity or contact information
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regarding the applicability of this action to a particular entity, consult
the person listed under FOR FURTHER INFORMATION CONTACT.

B. What Should I Consider as I Prepare My Comments for EPA?

1. Submitting CBI. Do not submit this information to EPA through
regulations.gov or e-mail. Clearly mark the part or all of the information
that you claim to be CBI. For CBI information in a disk or CD-ROM
that you mail to EPA, mark the outside of the disk or CD-ROM as CBI
and then identify electronically within the disk or CD-ROM the specific
information that is claimed as CBI. In addition to one complete version
of the comment that includes information claimed as CBI, a copy of
the comment that does not contain the information claimed as CBI must
be submitted for inclusion in the public docket. Information so marked
will not be disclosed except in accordance with procedures set forth
in 40 CFR part 2.

2. Tips for preparing your comments. When submitting comments,
remember to:

i. Identify the document by docket ID number and other identifying
information (subject heading, Federal Register date and page number).

ii. Follow directions. The Agency may ask you to respond to
specific questions or organize comments by referencing a Code of
Federal Regulations (CFR) part or section number.

iii. Explain why you agree or disagree; suggest alternatives and
substitute language for your requested changes.

iv. Describe any assumptions and provide any technical
information and/or data that you used.

v. If you estimate potential costs or burdens, explain how you
arrived at your estimate in sufficient detail to allow for it to be
reproduced.

vi. Provide specific examples to illustrate your concerns and
suggest alternatives.

vii. Explain your views as clearly as possible, avoiding the use of
profanity or personal threats.

viii. Make sure to submit your comments by the comment period
deadline identified.

II. What Action is the Agency Taking?

EPA is providing an opportunity for public comment on a petition
received from the World Wildlife Fund (WWF) that asks the Agency
to suspend the registration of Rozol Prairie Dog Bait (EPA Reg. No.
7173-286) and cancel certain application sites for the product. This
product is currently registered for use to control black-tailed prairie
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the survival of a species listed as threatened or endangered pursuant
to the Endangered Species Act.

WWF’s petition requests both suspension of the registration for
Rozol Prairie Dog Bait and cancellation of certain application sites for
the product. EPA therefore anticipates that its response to the petition
will address its risk-benefit analysis for this pesticide. EPA conducted
such an analysis at the time it registered Rozol Prairie Dog Bait under
section 3 of FIFRA. For this notice, EPA has compiled a list of topics
relevant to EPA’s risk-benefit balancing decision for Rozol Prairie Dog
Bait (available in the public docket accompanying this topic at EPA-
HQ-OPP-2009-0684). EPA is providing an opportunity for public
comment and the submission of additional information pertinent to
these topics (if any is available), as such information would further
assist the Agency in responding to the petition.

List of Subjects
Environmental protection, Pesticides and pests.

Dated: September 24, 2009.
Debra Edwards,
Director, Office of Pesticide Programs.

BILLING CODE 6560-50-S
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Items Added to the Docket as of 9/29/2009

1. IRB Efficacy Review by Bill Jacobs dated 2/11/2009
2. Registration Notice dated 5/13/2009
3. Letter from World Wildlife Fund dated June 5, 2009
4. Letter from Montana Department of Agriculture to EPA dated 9/14/2009
5. Letter from WAFWA to EPA dated 9/19/2008
6. Letter from FWS to EPA dated 5/5/2006
7. Letter from NE Game and Parks Commission to NE Dept. of Agriculture dated 1/18/2006
8. Letter from FWS to NE Dept. of Agriculture dated 1/13/2006
9. Letter from The Wildlife Society to EPA dated 8/17/2009
10. EFED Hazard Assessment (2 Reviews) by Andrew Shelby dated September 3, 2009
a. “Non-target exposure review of ‘Field Efficacy and Hazards of Rozol Bait for
Controlling Black-Tailed Prairie Dogs (Cynomys ludovicianus)’”
b. “Secondary exposure review of ‘Determination of Chlorophacinone Residues in Prairie
Dog Whole Body and Liver Tissues’”
11. EFED Ecological Risk Assessment by Jon Angier and Ron Dean dated November 6, 2008
12. Letter from Debbie Edwards to WWF dated September 28, 2009

Items to be Added to the Docket
1. List of questions for the public
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Good morning Dan,

I don't think | sent this updated list to you so here itis. Please let me know if you think anything else
should be added. As of now, these are all the letters/correspondence we have received/sent.

Thanks,
Jennifer

Jennifer Gaines

Wildlife Biologist

U.S. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505P)

Tel: 703 305-5967
Fax: 703 305-6309

Items Added to the Uocket as of 9.doc
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Items Added to the Docket as of 9/29/2009

1. IRB Efficacy Review by Bill Jacobs dated 2/11/2009
2. Registration Notice dated 5/13/2009
3. Letter from World Wildlife Fund dated June 5, 2009
4. Letter from Montana Department of Agriculture to EPA dated 9/14/2009
5. Letter from WAFWA to EPA dated 9/19/2008
6. Letter from FWS to EPA dated 5/5/2006
7. Letter from NE Game and Parks Commission to NE Dept. of Agriculture dated 1/18/2006
8. Letter from FWS to NE Dept. of Agriculture dated 1/13/2006
9. Letter from The Wildlife Society to EPA dated 8/17/2009
10. EFED Hazard Assessment (2 Reviews) by Andrew Shelby dated September 3, 2009
a. “Non-target exposure review of ‘Field Efficacy and Hazards of Rozol Bait for
Controlling Black-Tailed Prairie Dogs (Cynomys ludovicianus)’”
b. “Secondary exposure review of ‘Determination of Chlorophacinone Residues in Prairie
Dog Whole Body and Liver Tissues’”
11. EFED Ecological Risk Assessment by Jon Angier and Ron Dean dated November 6, 2008
12. Letter from Debbie Edwards to WWF dated September 28, 2009

Items to be Added to the Docket
1. List of questions for the public
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Reply to Formal Response Concerning Use of Two Avian Reproduction
Qhudiae t~ Enlfi|| Notice of Registration Requirement for Chlorophacinone
to: Dan Peacock 10/02/2009 02:29 PM

. annn menan Maradith | awe Tam Railav _lean Halmae
1T 1IIOWL Y. T1HHD T IWOIOIUMW 1TWUOD WDl FU Tl WU,
Dan,

Find attached the final memo.

Avian Repro reputtal.doc Avian Repro Rubuttal. PDF
Thanks,

Andrew Shelby, Physical Scientist
U.S. Environmental Protection Agency
OPPTS/OPP/EFED/ERB2

P: 703-347-0119
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Rodenticide: Chlorophacinone (067707)
Rozol Prairie Dog Bait
Study Sponsor: Liphatech, Inc.

3600 W. Elm Street
Milwaukee, WI 53209

Performing Laboratory:  Charles D. Lee
Department of Animal Sciences and Industry
Kansas State University Research and Extension
Room 131 Call Hall
Manhatten, KS 66506

Reviewer: Andrew Shelby, Physical Scientist, ERB2/EFED

Study Classification:

Chlorophacinone (067707): Secondary exposure review of “Field Efficacy and Hazards of Rozol
Bait for Controlling Black-Tailed Prairie Dogs (Cynomys ludovicianus)”

Data Evaluation Review Summary

The major objective of the study was to determine efficacy of Rozol Prairie Dog Bait
(chlorophacinone 0.005% a.i.) when used to control black-tailed prairie dogs. For assessment of
the efficacy component, please see the review performed by Registration Division. The study
also purports to provide insight into non-target primary exposure by assessing amount of bait
moved to ground surface and collecting non-target carcasses. However, neither primary nor
secondary non-target risks were adequately assessed due to carcass searches occurring too
infrequently and over limited ranges. To adequately assess these risks, the following methods
would need to be included: a non-target field census; a carcass recovery efficiency test;
expansion of carcass search areas; and carcass monitoring rather than carcass collection.

Study Purpose:

1. Determine the efficacy of Rozol Prairie Dog Bait in controlling black-tailed prairie dogs,
when applied in-burrow, at the rate of % cup of bait per active burrow.

2. Determine the (approximate) number of prairie dogs that are available after death to
predators/scavengers on the surface of the ground

3. Determine the amount of granules of Rozol Prairie Dog Bait that are moved to the ground
surface, out of the burrows, by the normal activity of prairie dogs, predators and
scavengers of prairie dogs, or by other wildlife, livestock or domestic animals

4. Provide carcasses of black-tailed prairie dogs collected from treated areas, for tissue
analysis to determine whole-body and liver concentrations of chlorophacinone residue

5. Determine if the time of year when application is made has measurable influence on the
efficacy, availability of carcasses on the surface of the ground, and/or the tissue
concentrations of chlorophacinone residue.

353



354



Bait application: Application of the test substance bait was made by a qualified applicator, who
holds the appropriate license for the state where the study plots were located. Application of the
test substance bait was made no more than 2 days following the pre-treatment census, and the
day of bait application was indicated as Day 0 of the study. Bait application was made to all
active prairie dog burrows; that were identified by visual observation of burrow openings; that
were generally free of leaves, seeds, other debris or spider webs, and/or showed freshly turned
earth, and/or had prairie dog feces nearby. No control substance (placebo bait) was applied to
the control plot.

Design for carcass availability on the ground surface:

A methodical carcass search of the complete treated plot and control plot was conducted every
other day until termination of the study, to recover all carcasses of both target and non-target
animals. These trials are necessary to accurately assess target and non-target animal mortality.
Relevant data concerning the time of recovery, species, sex, age (adult vs. juvenile) and
condition of the carcass was recorded. The carcass search area extended about 100 feet in all
directions beyond the boundaries of the study plots, but was smaller when limited by natural
boundaries or property access denial. Carcass searches were conducted during the afternoon
hours (weather permitting) to minimize the availability of carcasses to nocturnal
predators/scavengers.

All sightings of non-target birds and mammals on or near the study plots were recorded. Any
non-target mammal carcasses found on or near the study plots were frozen as soon as possible
and submitted to the USDA National Wildlife Research Center (NWRC) for necropsy and

analysis.

Design for bait availability on the ground surface:

A methodical bait search of the treated plot was conducted on days 1 through 7 of the study, in
order to document whether granules of Rozol Prairie Dog Bait had been moved to the ground
surface, or out of the burrows by the normal activity of prairie dogs, predators and scavengers of
prairie dogs, or by other wildlife, livestock or domestic animals. The control plot was not
searched.

Due to the large number of burrows treated, the bait search was made on 50 burrows that were
located along two perpendicular transect lines. Every active burrow where bait was placed was
examined for bait visible on the surface of the ground or less than six inches into the burrow.
Observations noted any disturbance of the ground, the presence of any predators, scavengers, or
other non-target birds or mammals, such as tracks, droppings, scratchings, markings, or any other
recognizable sign.

Design for tissue analysis to determine chlorophacinone residues:

All recovered prairie dog carcasses were sent to the USDA NWRC for analysis of

chlorophacinone residue levels. Data concerning the location, time of recovery, species, sex, age
| and condition of the carcass were recorded. Carcasses were frozen as soon as possible, and
marked and handled according to SOPs. Further methods will be described from a NWRC
report.
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insufficient search ranges, the investigators have significantly underestimated target, non-target
primary and non-target secondary exposure.

Hazards to primary and secondarily exposed non-target animals could have been more
effectively assessed. Impacts to non-target animal populations can be determined through a
variety of techniques including mark-recapture, radio telemetry, catch per unit effort and/or
burrow censussing to index population sizes before and after treatment. Carcass monitoring can
be implemented using infrared video cameras, a photography system or other conventional
methods.

Conclusions:
This study is classified as invalid for addressing the secondary exposure data gap. Carcass
searches were too narrow, non-target populations were not monitored, and applications did not

maximize risk. Consultation with EFED is suggested for the design of a secondary exposure
study.

References:

Marsh, R.E. and W.E. Howard. 1986. Ground squirrel--coyote secondary toxicity studies with
chlorophacinone and bromadiolone (an administrative report of laboratory findings). Unpubl.
report submitted to EPA by LiphaTech, Inc., Milwaukee, WI.
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Chlorophacinone
Treated 3/1-4/06 Bert

#4 S060405-17 1.35 6.48
Chlorophacinone

Treated 3/1-4/06 Bert

#6 S060405-19 0.849 6.66
Chlorophacinone

Treated 3/1-4/06 Bert

#7 S060405-20 0.974 8.31
Chlorophacinone

‘Treated 3/1-4/06 Bert

#8 S060405-21 1.72 7.55

AVG 1.48

AVG 5.86

Table 2: Whole Body and Liver residue analysis for chlorophacinone for prairie dogs fed Rozol
to mortality. These carcasses are from MRID# 473336-02.

Sample Description

NWRC ID

Whole Body Average
Corrected Conc. (ppm)

Liver Average Corrected
Conc. (ppm)

Chlorophacinone
Treated 10/30/06 Sallee

S070419-01

0.778

Chlorophacinone ,
Treated 11/07/06 Hogan
3755905

$070419-02

0.09

0.524

Chlorophacinonle
Treated 11/07/06 Hogan
3755953

S070419-03

0.222

0.968

Chlorophacinone
Treated 12/12/06 NE
West Faimon

S070419-04

0.486

1.4

Chlorophacinone
Treated 12/14/06 NE
West Faimon

S070419-05

1.25

4.02

Chlorophacinone
Treated 12/27/06 NE
West Faimon

S070419-06

1.06

4.93

Chlorophacinone
Treated 3/21/07 Dan
Sowers

S070419-07

0.643

3.95

Chlorophacinone
Treated 4/01/07 Weiss
West

S070419-08

0.13

1.24

Chlorophacinone
Treated 11/01/06 Hogan
Cottontail Rabbit

$070419-10

0.094

0.448

AVG 0.528

AVG 2.185

Reviewer’s Comments:

This study evaluates chlorophacinone residue concentrations in prairie dog tissue and, as a result,
makes some progress toward addressing secondary exposure to predators and scavengers.
However, carcass handling methods were not described and intermittent thawing and/or other
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Dan Peacock to: John Hebert 06/18/2009 09:02 AM
Cc: Jean _Holmes. _Bil_l chobs_ }
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Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4800, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

John Hebert dan - [ NG 06/17/2009 10:27:41 PM

From: John Hehert/BC/USEPA/US

To Dan Peacock/DC/USEPA/US@EPA
Date: 08/17/2009 10:27 PM

Subject: Re:

dan - [

To: Jean Holmes/DC/USEPA/US@EPA

From: Dan Peacock/DC/USEPA/UIS

Date: 06/17/2009 09:13AM

cc: Christina Swartz/DC/USEPA/US@EPA, Ray Kent/DC/USEPA/US@EPA, John

Hebert/DC/USEPA/US@EPA
Subject;

Internal Deliberations Do Not FOIA

=
>
o
)
-
>
QO
Q
@
o
)
-
Q
=
<
@
5
o
-
3
©
==
o
>
*

364



Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail peacock.dan@epa.gov

Addresses;
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
{7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202
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Ban Peacock to: John Hebert 06/18/2009 12:53 PM
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Thank You,

Daniel B. Peacock, Biciogist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, insecticide-Rodenticide Branch, Registration Division
{7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20480-C001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4800, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

John Hebert dan - 06/17/2009 10:58:41 PM

From: John Hebert/DC/USEPA/IS
To: Dan Peacock/DC/USEPA/US@EPA
Date: 06/17/2009 10:58 PM

Subject: Re: F

jebn .
~~~~~ Dan Peacock/DC/USEPA/US wrote: -~

To: John HeberyDC/USEPA/US@EPA
From: Dan Peacock/DC/USEPA/US
Date: 06/15/2000 04:11PM

cc: Bill Jacobs/DCAUSEPA/US @EPA
Subject: Fw:

John,

Daniel B. Peacock, Biclogist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

367

LUoIlewJoul aAljeIaqI|ap |eulaul,



Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Roomn §-4800, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

----- Forwarded by Dan Peacock/DC/USEPA/US on 06/15/2008 03:51 PM ~vm

From: Dan Peacock/DC/USEPA/US
To: Jean Holmes/DC/USEPA/US@EPA
Date: 06/15£2009 03:37 PM

subject:

Internal Deliberation Do Not FOIA

Jeannie,

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0028

£-Mail: peacock.dan@epa.gov

Addresses:.
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4800, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202
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Dan Peacock to: John Hebert 06/18/2009 01:03 PM
- _Cc JeanHolmes, Bill Jacobs
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Baniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave, NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4900, Cne
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

John Hebert dan - 06/17/2009 10:27:41 PM

From: John Hebert/DC/USEPA/US

LUoljewojul aAlelaqiiep [eulajul,

To: Dan Peacock/DC/USEPAUS@EPA
Date: 06/17/2008 10:27 PM
Subject __T 11

To: Jean Holmes/DC/USEPA/US@EPA

From: Dan Peacock/DC/USEPA/US

Date: 06/17/2008 09:13AM

cc: Christina Swartz/DC/USEPA/US@EPA, Ray Kent/DC/USEPA/US@EPA, John

Hebert/DC/USEPA/USE@EPA
Subject:

Internal Deliberations Do Not FOIA

Dear Jeannie,
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Thank You,

Daniet B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Beliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202
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From: Dan Peacock <Peacock.Dant »jramail.epa.govs>

Date: Thu, 11 Jun 2009 09:27:5 -0400

To: Rachael Callies <calliesr@iiphatech.com>

Cc: Thomas Schmit <SchmitTe@lip’ tech..com>, <Hebert.John@epamail.epa.gov>
Subject: 7173-286, Heads Up on hange to be Requested on Endangered Species
Considerations Section of Labe

Rachel,

After we registered this pr: uct, the USFWS informed us that portions
of your approved EndangereC ~pecies Consideration section are
out-of-date.

They are working on providi us with revised wording that we will
forward to you as soon as v receive it, hopefully only a matter of
days, at most.

Having the correct informat n on the label will help mitigation any
adverse effects of the pro¢ t to endangered species.

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407
Fax: 703-308-0029
E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service | PS) : USEPA, Insecticide-Rodenticide
Branch, Registration Division 504P), 1200 Pennsylvania Ave. NW,
Washington, DC 20460-0001

Courier Deliveries: USEPA, Ins ticide-Rodenticide Branch, Registration
Division, Room S$-4900, One Pot ac Yard, 2777 Crystal Drive, Arlington,
VA 22202

______ End of Forwarded Messac
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From: Dan Peacock <Peacock.Dan..pamail.epa.govs>

Date: Thu, 11 Jun 2009 09:27:5" -0400

To: Rachael Callies <calliesr@-_phatech.com>

Cc: Thomas Schmit <SchmitT@liphatech..com>, <Hebert.Johne@epamail.epa.gov>
Subject: 7173-286, Heads Up on ~Mange to be Requested on Endangered Species
Considerations Section of Labe

Rachel,

After we registered this pr¢ ict, the USFWS informed us that portions
of your approved Endangered »ecies Consideration section are
out-of-date.

They are working on providii us with revised wording that we will
forward to you as soon as wi« ceceive it, hopefully only a matter of
days, at most.

Having the correct informat: 1 on the label will help mitigation any
adverse effects of the prodi : to endangered species.

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407
Fax: 703-308-0029
E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service (UspPS): USEPA, Insecticide-Rodenticide
Branch, Registration Division (7504P), 1200 Pennsylvania Ave. NW,
Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration
Division, Room S-4900, One Potc ¢ Yard, 2777 Crystal Drive, Arlington,
VA 22202

------ End of Forwarded Message




Fw: 7173-286, Heads Up on Change to be Requested on Endangered
Snariae Cnngjderations Section of Label
to: Jean Holmes 06/11/2009 09:35 AM

v aonn maneart

Dear Jeannie,

o Please let me know ASAP when you get the revised Endangered Species Considerations text so that
we can forward the revision to the registrant, LiphaTech. '

e If possible, please check today with FWS to see if they could provide the information today.

e  The next opportunity to communicate with the company will be next Monday.

e There is a greater chance of getting the correct text on the label if we any provide the revised label
sooner rather than later. :

Thank You,

Daniel B. Peacock, Biologist

Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

From: Dan Peacock/DC/USEPA/US

To: CalliesR@liphatech.com

Cc: "Thomas Schmit" <SchmitT @liphatech..com>, John Hebert/DC/USEPA/US@EPA

Date: 06/11/2009 09:27 AM

Subject: 7173-286, Heads Up on Change to be Requested on Endangered Species Considerations Section

PRV ) N SN )

[Did Mr. Schmit change his E-Mail address? The first attempt to send it to the above address to me was
"undeliverable". Please forward and let me know if his address has changed. Thanks.]

Rachel,

e  After we registered this product, the USFWS informed us that portions of your approved Endangered
Species Consideration section are out-of-date.

e They are working on providing us with revised wording that we will forward to you as soon as we
receive it, hopefully only a matter of days, at most.

e Having the correct information on the label will help mitigation any adverse effects of the product to
endangered species.

Thank You,
Daniel B. Peacock, Biologist

Tel: 703-305-5407
Fax: 703-308-0029
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E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service (USPS): USEr A, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-R~-2nticide Branch, Registration Division, Room S-4900, One
Potomac Yard, 2777 Crystal Drive, Arlingt , VA 22202
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*Internal deliberative information*

Ra: Fur ~hlnrgpachinone sect 37
to: Dan Peacock 06/10/2009 03:30 PM

1°r  Inhn Hahart William Erinkenn Tam Railav Maradith | aune
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Hi Dan,

Dan reacc~*
From: Dan Peacock/DC/USEPA/US
To: Nancy_Golden@fws.gov
Cc: John Hebert DC/USEPA/US@EPA, Jean Holmes/DC/USEPA/US@EPA
Date: 06/04/2009 09:39 AM
Dear Nancy,

® We discussed your request internally in the Insecticide-Rodenticide Branch of the Registration
Division on information on the Endangered Species "Interim Measures" pamphlets.

e Our management would prefer that you communicate directly with our Environmental Fate and Effects
Division (EFED), who would know the most about the history and status of these pamphlets.

e  Your EFED contact would be Ms. Jean Holmes (703-605-0211)

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S$-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202
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*Internal deliberative information*

Hi Dan,

| am sorry that | am just getting back with you (meetings all day ((tears)). | agree, maybe we should all get
together for a few minutes to discuss this issue. Do you want me to set up a meeting?

From:
To:

Cc:
Date:
Subject:

Jean and Bill,

Dan Peacock/DC/UL .. A/US

Jean Holmes/DC/USEPA/US@EPA, William Erickson/DC/USEPA/US@EPA

Bill Jacobs/DC/USEPA/US@EPA, John Hebert/DC/USEPA/US@EPA

06/03/2009 09:03 AM

Fw: 7173-286 Notice of Regi:  ion and the Endangered Species "Interim Measures" Pamphlet for

Rlank_fantad Farrate

Jean, Thanks for your phone message.

Here is what Bill Jacobs sent me.

Perhaps, we need to meet on this one to determine the origin and status of the "Interim Measures".
In the past both EFED and FEAD have had responsibility on endangered species.

RD has required label text on the subject in the past. We want label references to endangered

species and an "Interim Measures" pamphlet to be accurate and reflect current Agency policy.

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

From:
To:
Date:
Subject:

Bill Jacobs/DC/USEPA/US

Dan Peacock/DC/USEPA/US@EPA

06/02/2009 11:58 AM

Re: Fw: 7173-286 Notice of Registration and the Endangered Species "Interim Measures"

Pamnhlat far Rlarkfnntad Farrate
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Dan Peacock

sil1, [

06/02/2009 09:00:57 AM
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Fw: 7173-286 Notice of Registration and the Endangered Species "Interim
Meacuras" Pamphlet for Black-footed Ferrets
to: Jean Holmes, William Erickson 06/03/2009 09:03 AM

(0 Rill larnhe Inhn Haheart

Jean and Bill,

e Jean, Thanks for your phone message.

e Here is what Bill Jacobs sent me.

® Perhaps, we need to meet on this one to determine the origin and status of the "Interim Measures".
e In the past both EFED and FEAD have had responsibility on endangered species.

e RD has required label text on the subject in the past. We want label references to endangered

species and an "Interim Measures” pamphlet to be accurate and reflect current Agency policy.

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

From: Bill Jacobs/DC/USEPA/US

To: Dan Peacock/DC/USEPA/US@EPA

Date: 06/02/2009 11:58 AM

Subject: Re: Fw: 7173-286 Notice of Registration and the Endangered Species "Interim Measures"

Pamphlet for Black-footed Ferrets

Dan Peacock il

From: Dan Peacock/DC/USEPA/US
To: Bill Jacobs/DC/USEPA/US@EPA
Date: 06/02/2009 09:00 AM
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Subject:

Bill,

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

---— Forwarded by Dan Peacock/DC/USEPA/US on 06/02/2009 08:57 AM -----

From: Dan Peacock/DC/USEPA/US
To: © Jean Hoimes/DC/USEPA/US@EPA

Date: 06/02/2009 08:54 AM
Subject: :

LUolnewJojul aAleIaqi|ap |eulaul,

Jeannie,

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov
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Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

From: Dan Peacock/DC/USEPA/US

To: Nancy_Golden@fws.gov

Cc: John Hebert/DC/USEPA/US@EPA

Date: 06/01/2009 01:50 PM

Cuibninnd, Cicer 74770 NOL Mlmdina Af D anicivmiinm mod b Codamanva A Cumnnina Madncvion RMamaiivan "

Dear Ms. Golden,
I have attached our Notice of Registration, with comments, for this product below.

I do not have a copy of the pamphlet, myself.
However, according to the label, which our fish and wildlife risk assessor reviewed, the "ENDANGERED
SPECIES CONSIDERATIONS" section states, in part:

Do not use this product within prairie dog towns in the range of the black-footed ferret without first
contacting endangered species specialists at a U.S. Fish and Wildlife Service office. Applicators may
obtain information regarding the occurrence of endangered species and use limitations for this
product by calling EPA’s "Endangered Species Hotline" at 1-800-447-3813 to obtain an "Interim
Measures" pamphlet for your county.

If you need additional information, please contact me.

Thank You,

Daniel B. Peacock, Biologist

Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

Please open the attached document. This document was digitally sent to you

using an HP Digital Sending device. [Untitled]pdf
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Re: Fw: 7173-286 Notice of Registration and the Endangered Species

"Intarim Maacirag"

to: Dan Peacock 06/01/2009 02:34 PM

INnn ~onorT

Vuows y. THID HIGO9UYV 1UQ WEGIT IGHIGU v,

Dan,

Thanks,
Nancy

3k 3k ok 3k 3k 3k 3k ok ok ok 3k 3k 3k ok ok ok 3k 3k 3%k 3k ok sk 3k 3%k 3k ok sk Ak 3k 3k 5k ok ok %k ok %k %k

Nancy Golden

Division of Environmental Quality
U.S. Fish & Wildlife Service

4401 N. Fairfax Drive, Suite 820
Arlington, VA 22203

(703) 358-2077

(703) 358-1800 fax

email: Nancy Golden@fws.gov

Peacock.Dan@epamail.epa.gov

Peacock.Dan
@epamail.ep ToNancy Golden@fws.gov
a.gov
ccHebert.John@epamail.epa.gov
101/
8?(5)(]) f,ggg SubjectFw: 7173-286 Notice of Registration and the Endangered

Species "Interim Measures"

Dear Ms. Golden,
I have attached our Notice of Registration, with comments, for

this
product below.
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I do not have a copy of tl} pamphlet, myself.

However, according to the .abel, which our fish and wildlife risk
assessor reviewed, the "ENNANGERED SPECIES CONSIDERATIONS"
section

states, in part:

Do not use this product ithin prairie dog towns in the range
of the

black-footed ferret without first contacting endangered species

specialists at a U.S. Fish and Wildlife Service office.
Applicators

may obtain information regarding the occurrence of endangered
species

and use limitations for *his product by calling EPA's
"Endangered

Species Hotline" at 1-8("-447-3813 to obtain an "Interim
Measures"

pamphlet for your county

If you need additional in” rmation, please contact me.
Thank You,

Daniel B. Peacock, Biolog t
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.daneepa.g

Addresses:

United States Postal Serv. e (USPS): USEPA,
Insecticide-Rodenticide

Branch, Registration Divi: on (7504P), 1200 Pennsylvania Ave. NW,
Washington, DC 20460-0001

Courier Deljveries: USEPA Insecticide-Rodenticide Branch,
Registration

Division, Room S-4900, Oni Potomac Yard, 2777 Crystal Drive,
Arlington,

VA 22202

Please open the attached ¢« cument. This document was digitally
sent to

you using an HP Digital S¢ ding device. (See attached file:
[Untitled] .pdf)

[attachment " [Untitled] .p« " deleted by Nancy
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Can you also send information on the Endanagered Species "Interim Measures" pamphlets. I'm
not at all familiar with those and as you know, FWS has expressed concern for T&E species for
this product.

Thanks, Nancy

Hebert.John@epamail.epa.gov

Hebert.John@epam

ail.epa.gov ToPeacock.Dan@epamail.epa.gov
05/29/2009 07:53 ccNancy_Golden@fws.gov

PM

SubjectFw: chloropachinone sect 3?

Dan - On Monday, can you please email Nancy a copy of the label/reg notice for Lipha's prairie
dog product? Thanks.

john

To: John Hebert/ DC/USEPA/US@EPA
From: Nancy Golden@fws.gov

Date: 05/29/2009 11:50AM

Subject: chloropachinone sect 3?

Hi John,
We heard from one of the state agencies that there was a new chlorophacinone Sect 3 for use on
black-tailed prairie dogs, but haven't seen anything about it and haven't been able to turn up a

label. Do you have a label that you can send us to look at?

Thanks, Nancy

o e fe e e o ok o ok ok ok o e s e e ke e o ok ok sk ok ok sk sk 3k ok ok 3k ok ok ok 3k ok ok ok ok
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Nancy Golden

Division of Environmental Quality
U.S. Fish & Wildlife Service

4401 N. Fairfax Drive, Suite 820
Arlington, VA 22203

(703) 358-2077

(703) 358-1800 fax

email: Nancy Golden@fws.gov

]

pic18467.gif

Y
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Dan Peacock to: John Hebert 08/15/2009 04:11 PM
Cc. Bifl Jacohs
_Bcc Wllllam Enckson

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 7(:3-308-0029

E-Mait: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS) USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room $-4800, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

—-— Forwarded by Dan Peacock/DC/USEPA/LS on 06/15/2009 G3:51 PM -——-

From: Dan Peacock/DC/USEPA/US
To: Jean Holmes/DC/USEPA/US@EPA
Date N8/15/2009 03:37 PM

Subject;

LUolew.Jojul aAneIaqI|ap |eudalul,

Intemal Deliberation Do Not FOIA

Jeannie,
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Thank You,

Daniei B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsyfvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S$-4900, One
Potemac Yard, 2777 Crystal Drive, Arlington, VA 22202
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Intemal Deliberation Do Not FOIA

Jeannie,

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:
Linited States Postal Service (LISPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room 8-4900, One
Potomac Yard, 2777 Crystal Drive, Arfington, VA 22202
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® Q

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

S ST
3 8 OFFICE OF
%% rRevmw rESTCDRS
4L pRoT®
June 4, 2009
[State Regulatory Authority, CO, KS, NE, OK, TX, WY]
[Address]
Attention: [Regulatory Contact]
Subject Rozol Prairie Dog Bait
EPA SLN Reg. No. [number]
EPA Reg. No. [parent registration number]
Your Notification of [date]
Purpose This submission of [Date] notifies us of your approval of a Special Local

Need (SLN) registration under section 24(c) of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) to amend a Federal registration
to add the new use to control black-tailed prairie dogs.

Section 3 On [insert date], LiphaTech submitted an application to register the same

Approval new use under section 3 of FIFRA and, once registered, cancel its SLN
registratic =, such as this one. On May 13, 2009, the Agency approved
this request. We have enclosed a copy of this Notice with this letter.

Cancellatiion Note that one condition of registration is that, within 30 days of the

of SLNs approval of registration, LiphaTech must submit a request to EPA and the
states with SLN registrations with Chlorophacinone as an active
ingredient and black-tailed prairie dogs as a pest, including [list of SLN
registrations], to cancel such registrations voluntarily.

Questions If you have questions about this letter. nlease contact me at 703-305-5407
(phone); 703-305-6596 (fax); o1 E-Mail).

Sincerely,

Daniel B. Peacock, Biologist
Insecticide-Rodenticide Branch
Registration Division (7504C)
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Enclosures Notice of Registra
Copy of your SLN

File Location Dan Peacock, Flas
Dan\Doc\Word\Cl
dog use\generic Lt

) ®

, Rozol Prairie Dog Bait, EPA Reg. No. 7173-286
el

rive, 16gb, E:\4G
ophacinone\7173-EIA, 286\Ltrs to States w prairie
States w SLNs for pr dogs, 6-4-2009.doc
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Fw: 7173-286 Notice of Registration and the Endangered Species "Interim

Measiiras"
to: Nancy_Golden 06/01/2009 01:50 PM

M lahen HahaAdt

Dear Ms. Golden,
I have attached our Notice of Registration, with comments, for this product below.

I do not have a copy of the pamphlet, myself.
However, according to the label, which our fish and wildlife risk assessor reviewed, the "ENDANGERED
SPECIES CONSIDERATIONS" section states, in part:

Do not use this product within prairie dog towns in the range of the black-footed ferret without first
contacting endangered species specialists at a U.S. Fish and Wildlife Service office. Applicators may
obtain information regarding the occurrence of endangered species and use limitations for this
product by calling EPA's "Endangered Species Hotline" at 1-800-447-3813 to obtain an "Interim
Measures” pamphlet for your county.

If you need additional information, please contact me.

Thank You,

Daniel B. Peacock, Biologist

Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001

Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202

Please open the attached document. This document was digitally sent to you

using an HP Digital Sending device. [Untiled]pdf
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Fw: chloropachinone sect 3?
John Hebert
to:

D

an Peacock

05/29/2009 07:53 PM
Cc:

N

ancy Golden

Show Details

Dan - On Monday, can you please email Nancy a copy of the label/reg notice for Lipha's prairie dog
product? Thanks.

john

To: John Hebert/DC/USEPA/US@EPA
From: Nancy_Golden@fws.gov
Date: 05/29/2009 11:50AM
Subject: chloropachinone sect 3?

Hi John,

We heard from one of the state agencies that there was a new chlorophacinone Sect 3 for use on
black-tailed prairie dogs, but haven't seen anything about it and haven't been able to turn up a
label. Do you have a label that you can send us to look at?

Thanks, Nancy

3k ok 3k 3Kk 3k 3k ok 3k sk 3k 3k Kk kK 3k 3Kk 3k 5k 3k 3k K 3k ok ok ok 3k ok kK oK 3k ok kK Kk kK kK K
Nancy Golden

Division of Environmenta! Quality

U.S. Fish & Wildlife Service

4401 N. Fairfax Drive, Suite 820
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Arlington, VA 22203

(703) 358-2077

(703) 358-1800 fax

email: Nancy_Golden@fws.gov

file://C:\Documents and Settings\dpeact... ..ocal Settings\Temp\notesFCBCEE\~web0276.... é}? /12009
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Can you also send information on the Endanagered Species "Interim Measures" pamphlets. I'm
not at all familiar with those and as you know, FWS has expressed concern for T&E species for
this product.

Thanks, Nancy

Hebert.John@epamail.epa.gov

Hebert.John@epam

ail.epa.gov ToPeacock.Dan@epamail.epa.gov
05/29/2009 07:53 ccNancy_Golden@fws.gov

PM

SubjectFw: chloropachinone sect 3?

Dan - On Monday, can you please email Nancy a copy of the label/reg notice for Lipha's prairie
dog product? Thanks.

john

To: John Hebert/DC/USEPA/US@EPA
From: Nancy Golden@fws.gov

Date: 05/29/2009 11:50AM

Subject: chloropachinone sect 3?

Hi John,

We heard from one of the state agencies that there was a new chlorophacinone Sect 3 for use on
black-tailed prairie dogs, but haven't seen anything about it and haven't been able to turn up a
label. Do you have a label that you can send us to look at?

Thanks, Nancy

ok s o ok ok ok ok ok ok ok ok ok ok ok ke ok ok ok ke sk ke ok ok ok ok ok ok ok ok ok ok ok sk ok ok ok

Nancy Golden
Division of Environmental Quality
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dan - please wait to respond. meredith may want to take RD out of this and have FWS talk to EFED

directly.

john

From:
To:
_ Cc:

Date:
Subject:

Hi Dan,

Jean Holmes/DC/USEPA/US

Dan Peacock/DC/USEPA/US@EPA

Bill Jacobs/DC/USEPA/US@EPA, John Hebert/DC/USEPA/US@EPA, William
Erickson/DC/USEPA/US@EPA

06/03/2009 02:56 PM

Re: Fw: 7173-286 Notice of Registration and the Endangered Species "Interim Measures"

Damnhiat far Rlank_fantad Earrate

| am sorry that | am just getting back with you (meetings all day ((tears)). | agree, maybe we should all get
together for a few minutes to discuss this issue. Do you want me to set up a meeting?

From:
To:

Cc:
Date:
Subject:

Jean and Bill,

Dan Peacock/DC/USEPA/US

Jean Holmes/DC/USEPA/US@EPA, William Erickson/DC/USEPA/US@EPA

Bill Jacobs/DC/USEPA/US@EPA, John HebertyDC/USEPA/US@EPA

06/03/2009 09:03 AM

Fw: 7173-286 Notice of Registration and the Endangered Species "Interim Measures" Pamphlet for

Dinnal fantad Carente

Jean, Thanks for your phone message.

Here is what Bill Jacobs sent me.

Perhaps, we need to meet on this one to determine the origin and status of the "Interim Measures".
In the past both EFED and FEAD have had responsibility on endangered species.

RD has required label text on the subject in the past. We want label references to endangered

species and an "Interim Measures" pamphlet to be accurate and reflect current Agency policy.

Thank You,

Daniel B. Peacock, Biologist
Tel: 703-305-5407

Fax: 703-308-0029

E-Mail: peacock.dan@epa.gov

Addresses:

United States Postal Service (USPS): USEPA, Insecticide-Rodenticide Branch, Registration Division
(7504P), 1200 Pennsylvania Ave. NW, Washington, DC 20460-0001
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Courier Deliveries: USEPA, Insecticide-Rodenticide Branch, Registration Division, Room S-4900, One
Potomac Yard, 2777 Crystal Drive, Arlington, VA 22202
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